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3" OR §1 78 Petition toi 'Xcccptancc of an Unintcntionaih DcUixed Claim tor t*i unity 
and Petition foi VnUy oi'au \nicnUn-iool to ihe Spet.')ncdtioo in an Lssued Applicaiion 

Thi'^ is a Petitton to accept an uninttfOtionaiK dela\etl chtim ofpnonts under 37 Cl-R 
! 7!^(aX3) The eiitiic delay bet\seeii the date the priority ciabu \sds due under paiagiaph CfR 
1 "8 (a)(2)(n) and the date orsubn«5iMon oi'tiiis Petuion \sa,s unimentiona! 

The fee lefjuiied bs 37 CFR I I "(0 JS subniiftcd hereuith 

,Vn ainendtuenf lo the speoificatiun concctiuii the lefcreoce to ielated appUcatioiT^ is 
submitted herewith 

'\ dial! Coitfticate otH oueeiion tor ( S o ^7*^ b(w and the fee icquued bs i"* CFR 
1 .2U(a) are submitted here with, 

-Ml ot the eionuMUs it-quued undot ^^CFl^ i 7R^^aK ha\ e been presented thus <n%aTd!ng 
a coiicctfd piioiit\ chain in appiicatum Sei No f>^) (^Oo u(^8 is piopei 



( S rAi KMKNT iW TMT mAM l RTQl KSi KD 

I he applicant petunws fo! acccptanct* of an uninrenti^inalh udascci cUim tor pnoinv 
find Ibi ernn into tins is^suod dppiiCfUiun of an anieudnient to coiioci the henciu Llfum undw 
U.S.C. §i2(}. 

The chan? of ptiontx m OO/ooo OoR it, tiiist,n?g a lefetctKO to apphcanon ()'-%'27'^a*'^0 At. 
e\plained behm , the pTioTit\ chain should left-i To 0') 2''5,(.>'''' beh\ecn (io 476,04 1 and 
(tO T'^fi, iSS, and !t should spccih thai f'-'^ 4"'(\{>4> is a i.ontinuation-ni-parl of 09 2""^ Ci7o 

in an aniendoient subniftied heie\sfth, page I ot the specftlcatton {{he paiayiaph stasung 
v\ith 'Rfc L V! fc D WPi iC \ f I()\S") is amt-ndt'd as foi!<n\s (markcu-up) 

t his appiicatum IS a divisional of Nci No O''4~o64^ filed Dec ii now t S Pat 

\o o 1 7" n-7 which IS a coiUinuation-in-pdit oi ^eii.il \o 27>.i)7n iilcd MaKb 
23JV9<-), now r S l*at \o (\0i 5/^57 which is a continuatjon-io-pau of appUcatiuo Stfi 
No f'^"^ 2'^(\ ^'=^5^, filed on Feb 24 1^09 now dbandoned 

u \i vr TRIAL r AC rs 

A (11A1N OK \PVl K A ! ION 1^1 LINGS 

\ On ^cbiuai-N 2 ! i^N<^), the applicant tiled Setial \o 0<) 25f\>HS, wuh an oiiuinai 1 S 
i.n venior declaration . 

2 On ScptciTibcr lo, applicant tiled a notice (if evpicss abandonnicnt thai stated 

■ Re S \ O*-' 2^(', Applicant betebs abandons the abo\ e-i den u tied apph>„ation m 
faxotofAppln SN tH'^?"^ (17(1, whieh has hceii alknscd b\ lAaminei lauis 

3 Seitai No 275,070 was tiled on Match 2\ i'y>'> <ind nuUured inM I S 6 0!^ sS'' iin 
luniiau 18, 2t)(H) Ihe upphcasit tiled an ongmul \ ^ unenioi declaiatiun in oo 27'=>,(t"'t), which 
specitlcalK rdetied to S N U'*/25m,i8H 

4 ApplKaot filed Serial Nu O'-') 47o 643 on Dei^cniber ?>1, I'-^lJO uhich is pucu to jaiiuan 
i^; 2<H)0, and \sas theiefote Csvpcnding with S \ 0'' 2"*: U~U Xpplscant tiled an 0ii,uinal T S 
insenioi dcLlaration attached to tiie specification in 0'> 4~'b 04"^ that did iiot ieter to am piioi 
applications. 



^ Paae 1 of (he Ml spe^iitcditon uiidfi the licadtng Ki 1 A) M) APPl K \ 1 lOV slated 
cnotit'OusK that 'This is a Ct'jntnuiation-in-ixur ot Scn.il \<.> 2^() iXH Hit-don 

1 ehuKiJV 24 !*^>>^' ' This staienK'nt 5h otioueous because 0^) 2'>f> iS8 haJ been expjessK 
abandoned on September lo, !<)'"> (befoic the 64 ^ apphcatjon \\ai> tiled) m favoi of 27^,07() 
v\hii.h \\as stdl pending whuu the 64 i appluation uas Held 

(■> On luK 2i 20(H) appheant fded a new <i c a second) uui^uiaM S irucntor 
declaidtion n\ S76,64 i th.u specificdlK refeih to 09 2^(-> and to U'-%'27'^,t!7(t ihu^ 
cuirecting prforft\ and preserving cu-pendencv ihioughout ali appiicaiions in the chain 

SeiiaS \o (N 470 or> matuieu into I S o i77 u~7 on Januats 23, 2uni Oil page i of the 
paieiit spct-ifieation as aincodcd on kil\ 21 2(.'0(}, it states I his applit.a(u>tus a 
connnuation-jn-paitof Ser \o 0'* 2"'^ 070 tiled \tareh 2 ni"')^', now t S Pat \o 60iSs-7 
whtch is a n)iitinLiati(m-in-paTt of apphuanon Ser \o 2 so >,S^, filed on Feb 24 ]*^0'> now 
abandoned. 

ApphediU fiist fiicd the subject di\isionaUSt.i \o OO/ood OoS) iin Scptembei 19 2U('0, 
but iatcT \sas accoided an oftleiai fihngdateof Deceinbei 1 K 20t)0 which ho\\e\ei is still piioi 
to Januats 2^ 2(tf)1 Thus divt^ionai U'-V'6t>n,U68 \\di> co-peiidmg \sitl) as patent application 
0'-') 4"o fi43 Ihe appli(.ai!t filed tlie same iO\coti\e speeifieatioo a(.up\ofthe{ S tnventoi 
decSaiatioti tlom 0*->/ !7o <•> i i and idicd upon that Cvips ot rhc ongnial nn eiit<.>i declaiatuin to 
soLUie the Deeeinliei ! J 2(}00 tlhng date 

8 On 12 '!<( 2000, apphcant filed a request for (. orreenon ot hhiiu Receipt statinti 
etioneOLisk ■ \PPl K. ATIOX IS A Oh ()U/47„,64\ DMf D 12 11 l^^o \\\]]Ci\ IS 

\ ( IP {>! 00 2s6, iS8, D \ 1 } 1) 2/24 h>oo \B \\D( )\! D This statement is eiioneous 
bccdust, U'-%'4 7{i,{>4 > IS ai^tualh a i^oiUinuatiiiii-tii-pait of Set No 0'-%' 2 7*^,0 70, anJ cannot he a 
coniinuatKin-ui-pait of (io 2^(\ >S8, due to Sack of co-pcndcne\ as e\plauied abo^ e 
'* On n i'^2t)0| the Related \pphcatiOn sratemcnt on pauc I of subiect apphcation 
(}0 fn'Ki 068 \sas amended bs the } xammei {as mdieaied b\ handvsntten, dated initials) to add the 
toll ou i ng Lindeib tied text " Hus appbcatn'jn is a unjsumal of Sei \<.> 0<-) |7(Wi| fiifd Dec 
t] 1'-^'^^'^. no\s I S Pat \o 6 Ml 0~'l \%hieh is a eontuiuanou-m-pdrt of Application Sot No 
()o 2s-i, tiled or\ 24 U^*)*-) m\\ abandoned ' This statemcni ii> cii(>ne(iui> because 
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(>9 47^ (■>43 is dcUtaiK a coDitnuafion-m-pait oi Set \(i (>9 275 (>7(.' jdJ oannot Ul d 
(.onunuatioti-iti-pait of oo 250 >Si< dut- tvi lack <.>f c<>pendcnc\, as cvpiamcci abo\c 
! ] On (■>: 22 2001 an Onicidl 1 iltnu Receipt was issued in 00 non Oog suting ' FlliS 
\P1'LK VI ION IS \ D\\ Oh 00 476,-4^ i2 ? 1 i"*^', 1 6 177,07? \\ HtCH IS \ CiP Of 
t)0'2^6 2/24/l'-'><^9, AB WDONHD ~ This siatcnient is enoiioous because 4>,04^ ts m 

d euntaukUum-iii-pan of St-i \o 0') 2'''^,07u, unJ cannoi be a conlinuaTum-u-i-pait 
(lO i'^g duett) lack orco-pe!ide!ic\, as e\piatfit.d dbo\e 

i 2 So ill 0'' oW\0o8, the appiicant\ request {\n CuireLtion of biium Receipt ( i 2/0u/20O0}, 
the I-xamnif! "s ajncndnicnt U-) the spccitaauon f H i 200 1 \ and tht* Official I ilsng Rt'tCipt 
({i3/22/2(.'01 ) aie dl] likxutecf j lidt is because 00 4"o 04"^ is aetualK a eciolinu:uu>n-ui-pdit ol 
Scii^l \o 0*>/27\()70, wlidc 0'>/27S,07(! 5s a C IP cf ()*>/2S<,j!^8 

! 1 As a lesuU t)f these fdcls tiie 00 oOfs (.K>8 application Luntasns an eitonetnis pnonts chain 

B I SPTO lUiC ORDS SHOW INC TlH: BKNKKI'I' ( I AIM IN 09 666,068 

I i t \hjbu I is a i.<.>p\ of the 2 pajie tfansinntal Scttt-! -and p-sge 1 of t!ie spec jfi can tlScd on 
tto h' 21HH) tn application 00 ot>6 Ot>l:i 1 he uppt-t left hand lohici of Fxhihjt I has a I'SPTO 
date <^tamp shu^ssng "0"''i"''00" Ihe uppei iight hand coniej shu\ss the TSPTO application 
nunibei "00 t.('O,0(>R " 

1 ! Ahibii !, pages I and 2, indicate that 0^' oo(xOo8 ^\ds tiled as a Rule (*0 JiMsiojidl 
mcoiporatuig the piKu specificanon and uncntoi dcclanuK>n Item H is checked, and amends the 
spt'LtilcdtiOii befnie the tust line to iLcitt. " dnisinn of appb^atiOii nunibet 00/476 o4 > filed Dec 
M, 1000 " 

16 Lxliibit I page show^ the unginal fnsi sentence uf the 'Specification i e " fbis is d 
continuation-in-pait of application Serial \u oo 2"^^ 38S filed on Febiuaiv 24 looo" ajong 
vMth the Fxammet s bandwntten ainendineni dated HIS 2001 leustng the piioiii\ claim to 
I ec ! te I hi s dppiicatiun is a distsioual of Sei \o 0'> 47(\o4.i tiled Dec 3 L r>oo. now I S 
PatXo o, i "y,""?, v\l»c-b IS d coiuinudtton-m-pait of \pplicaiion Ser No 00 2so, >SR, fded on 
1 eb 24, I OOP ,Hi\s abandoned ' (maiU-d-upi 
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17. F-xliibit 2, pages I and 2 .shows ihti app.lf.cfmi- filed a copy of the; original l^.S. i.r)V£;iitor 
deciaration from 09. 476,64.>, signed by Edward L. Tobinick, M.D. on December 29,, 1999, and 
reited upon that copy to secure the December ! 1, 2(K.)0 filing date. 

\ 8. Exhibit 2, page 3 sIkuvs applicant requested a ccirrectiijn of tiling receipt, dated-stamped 
''12/06/2000;- in slating enoneousiy. "TiHS APPIJCATION IS A DIV OF 09..'47(x64.1. DATED 
12/31/1999, WmCH IS A €W (W f)9/256,388, DATED 2/24/ i 999, ABANDONIH).^^ 
19. Exhibit 3, pages 3 - 4 show a two page transmittal letter, date-statnped "Dec 1 \, 2000" 
filed in response to the Notice to File Missing Parts, listiiig ".A copy of the Declai-ation from tlie 
parent apphcation {U.S. Serial No. 09/476,643 

2{). F.xh!bit .3, pages 1 is a Otticial Filing Receipt rnaiied ''{)i/24/200E" F.xhibit page 2 is 
an Official Filing Receipt mailed "02/22/2001.'" 

2 1 . Application 09/666,068 issued as L'SP 6,379,666. 

22 . Exhibit 4 i s a printout of the tl rst two columns of IJ SP 6,3 79,666. 

23. Exhibit 4 shows that the first sentence of USP 6,379,666 recites "This appiicatiion is a 
divisional of Ser. No. 00/476,643, tiled Dec. 3 1 J 999, now U.S. Pat No. 6.. 1 77..077, which is a 
continuation-in-pail of application Ser. No. 09/2.56/38S, filed on Feb 24, 1999, now abandoned." 

24. The foregoing facts show that the USF TO records show that application 09/666,068 
is a divisional of 09/476,643. 

C I SFtO KEXOKDS SHOWING IHL BLNE:nrCL ViM i\ Ot>/476.643 

2^ Ex'btbu pat/cs I and 2 shov\s iheongtnal tn\entot deLlaiatJon Itom apphk-atjon 
1)9/470 (U? Signed b\ } d^\aid F ) ohimci- , Ml) , on DecenUit-i 2^' ]990 i ^,hihit patie > \s 
the fiist page of the PTO file histon foi apphcatton U'* 476 64 i staling in the e\ammt_i s 
hand\sfitmg sciificatum that 'IHlS \PP1 \ is a ( iP OF (H) 2"^ (!"{) t)l'2 1'^>9 p \ p 6,01 '^,^^7 
WHICH IS \ ( iP Ol 0'> 2So 3^8 02/2 i/^>*-) ABN" 

26 !Ahibit6 pdgL 1 IS a one paiic tidnsnuttalletter dated "Decenibei 31, 1999B^' 
EXPRESS M \1l ' fvir a nu\ appi{cati<.>n shoumg the filing of an ongmal in\ cntoi's deciauitn'jn 
\.t the uppoi left is the date M 2 ^ 1 '-^9" ^nd at the uppci right is the soual numbet ' 09 47^04 V' 
E\hibit 6, page 2 shows the Ofst page of the speciti cation, whtcii one can see uugmalK said 
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j his IS a („ontiou.nion-)n-p.u( uf \pplit.atiui! St'iia] \(i (>9 2^^ iS8 Hied on 1 eUruan 24, 
iy*-H)o " 'I ills scntctKC Uv^s ci<')sScd~<')ut b\ the t-xanisnci 

27 LNbibu? p,mc I ks the fiihi page oftho PH > File ilKsiois amended in hand wuung the 
examiner to state ' 1 hi^ \pp!n 5 C!!' 0^ 09 27^ ()7() p \ r ,-6 0 i ^ \\ HK H IS \ CiP 01 
U')'2^6 ■^iiS 02 24 '\B\ ~ Fxhsbit 7 page 2 is another cop\ of the one p<ii^e tfdusniJtta! lettet 
dvUeJ 'Deeenihei ^ \ m i XPRi ^S \\ \\\ for a n^w .ippUcatum shtmuii; the fihng of an 
onL,!ndl nn cntoi dec-laidtion At the upper Ictt is tlie date !2''i i '9')" and at iht. uppet ii^^ht is 
the senai nuinbes ' 09 4''fH)4 V ^vhihft ~ paee is an nixentor deciamtion tiitd with tht 
appiitatuin F\!iibn " paae ^ sh!n\s rhc tnst paj^c vit rhc specification as fded \shjc!i stared 
j his IS a (-ontmuaiion-m-pan uf \pplit.atiui! Sena] \o (>9 2^^ iS8 filed on 1 ebman 24, 
{oocxy '1 hj;^ sentence \\as iatci ciossed-out bs the exanunei 

2"^ L^bibii 8 p,mc I isa rcinnnal Diht^iauuei uvot I S {> {'>]'> ■^'>7 and page 2 is ;m onutnal 
unentui dech«aiion claiming benefit of appUcatiou <>> 2~5 070 \laich 2^ i"''9 L ^ Patent 
\o (^(tl s/;s-" -09 2-^6 Febiuajs 2 ! h"-'^^'^ Abandoned 

2') i \hihit pat>e 2 shows the hand^\lllte^ amendment h\ the exannnes dated 8 24 2uo(i 
cliaimiim the fn^i sentence of the specific Uion 10 lecue -1 Ins ipphtalion is a Lontinuauon-ni- 
paitoi \ ppiicai ion Sena! \o oo 27- OA) fik'd on MaiJi 2^ jv90 nov\ ( S Patent 0 0 1 ^ SS7 
which is a Cvintinuarn')n-in-pa{t of AppNcatuin Sei \<.> O'-^ 2So >8H fiit*d on I cbjuajx 2 ! i9'->9 
DOW abandoned" 

1O t\hibit K) Ks a pnntoLit (if the tlist t\\{.> coiunms <>t I S 6 P7 07'? stating m the tirsi 
paiagiaph ihat^ 1 his appheatton is a eominiiatton-tn-pait \ppbeation Sena! \o O*-' 2"'S,(ro, 
fded on Mar 2 ? h'O') no^\ I S Pat \o \shieh is a cuntmuatum-in-pan of 

Application Sei \o (AO'^o ^88 fdcd >in Feb 2S i'-'^<^9 nou abandoned 
1 i Fhe foregoing facts sho'R that the i SP ! (> recouls sho'R that Jipplkation O*) 4"'6,(»43 
was a continuatton-in-part of 09 2"5.070. 

D rspIO RI;CORUSSHO\MNG I HI HEM hi I C'LViM IN O** 2-5,070 

i2 i.Nbibu 1 1 pa-e i ks a iransmitta! lette? dated ^ \laich 2^ lOo*; BY I XPRI SS MAIL ' 
Pai4e 2 is the tlist pa^e of the specttlcatiun as fiied Paye-^ 3 and 4 aie a copv of the oitmuai 
in\Lntoi deciatatioiu ciaiming bt-ncfit undt-i ■^'sTSi. 120 to "0^''2'^o if^S 24FLbiu<n\ 
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pendtfm siizned on 3-20-'-^'-^ In iwo uncokus, Di 1 Ju.ud 1 lulnniok and \iibii lnumc 
ftibuiick l\ii:fs ^ -8 .^fc -a Cvips of a Petunw to Malt* Sptxial Hit-d M-aah 2^ \r tht* 

upper iigbt on p<me 5h ihv ^sefhji niuuher '')>)''2^"<'^70" and the JfUc ' 2 i ^"J*^" 
1 ^ bxhibu 1 2 IS a pnnt(>ut ofttic first t\\<> C{.>!umns {.>f IS 6 0 i ^ ^"^7 stating m the tlrst 
paragTaph tlut This appiKauna is a Lcnitinuauna-jii-pait oi~ Apphcaticni Set \o 0^' 2^t>, ^SS, 
ilitiJonleb 24 h'O') jum abandoned " 

i4 The foregoinj* facts shon that the I SPTO records shon that application 09 2'^5,07(t 
was a contiiiuatioii-in-part of fl9 '256.388. 

h I sp ro Ri<:roRDS snow ix; i iir ni i\<; da i k oi^ oo 256.388 

is txhihit n page 1 is a ^.'(^p^ (if the tlist page C "sP'l 0 tllc lu^top for <3pplieation 

00 2^0 >.S^, showuig ^ 1 n I\G 1) \.ri. 02/24/00 ' i ^gc-s ! - 2 siiow die ouguial insenioj 
declaiatiuu, dated 1 ebu a; s 2 1 b)*-)*-^ signed bs t\so uj\ tfutuis, Dj Lduaid L 1 ohsniLl, and 
Attliur jetomc Tolmiick In 09 2^t> >SS in\cntoi ' Pdwaid I Tobmick M D ~ is iht_ j^amc 
peisonas Di fdwaidl 'lobmsck ui 00 27s 07(.> (and i d\said ! U,bi.nck M D ui 
09/476,643). 

! AliibU 14 ts anofhei ecip\ oi tlie in\en(of dLcjaiditon 1 age 2 is tiaosnnltal loiter dated 
M Bar \R\ 21 io<)M I XPRI SS \l \ll iistinu the tlNngof an mwnm dechiiauon and 
spei.tikdt)v-in Page i of! Abibii 14 ts the ftsst page ot the spei^iikatton as tiled 
1" t\hibit i ^ pai:ci> I - 2 SS a \oticc of \bandonmcnt 'majicd OO 2'^ b\hihit I ^ payc 

1 is eontmunication h\ appiaant dated ^ 00 stating Ro \ 00/2sc> \ppiicani Itetdn 
abandons the above-identified application in favor of Appln. S.N. 09/275,070, which has been 
allowed by Examiner Jarvis." 

38 The foregoing show that the liSP TO records show that appHcalion 09/256,388 was 
filed on February 24. 1999 and abandoned on Sept. i6, 1999. 

F FAC I S \V H V TH E REQli ES I E D REE i E F iS N OT MOO i 

39 Pending Tobinick application 12/7!4,205 claims pnority to 09,.'666,068 as '"a 
coniiiiuatioo of appiication Seiiai No. ! 1202,528, filed on Oct. 28, 2005, which is a division of 
application Scr No 10/269,745, filed Oct. 0, 2002, now U.S. Pat. No. 6,982,089, which is a 
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ccMUmudtKio-iO-pdU oj appitcdtton Set \(i (>9 841 844 filed on Api 25 2001 ou\s I S Pdi 
Xt') 6 5 !*-> uhich IS a con{inuati<.>n-Hi-p.i!t (■)j'\ipplication St-! \o U"/82m,<)7ii, filed on \p! 

20(.>i now I S PfU \o 6 41*^ 044 Mhich Is a fonimiiatiuH-in-pxui uf appiicaiion Ser, No. 
09/666,068, filed Dec. i K 2000, l .S. Pat. \o. 6J79,666, which i$ a dixision of 
application Ser. No. 09/476,643, fifed on fU'c. 31, 1999, m\s l .S. Pat. No. 6J7",07", which is 
a continuation-in-part of application Scr. No. 09/2"5,070, filed on Mar. 23, 1999. now I .S. 
Pat. No. 6,015,55"^ whtcli is a coiitinuation-jii-pail of apphcation Set No "^"^ iS8, lllcd on 
1 eh 24, l'-^^^^> now dbanduned (emphasis; addtd) 

(j FAC! S SIIO\A IN<; '! ni<: FAlLr RK TO PROPKRIA ( I AIM BKNKKI'I' 
AS I NJN t£N I JON VL 

40 The foiegosng fduis I - l^i siun\ tii,)t iaiiiiic to cKjuh tn iHks dppiication puoiU\ to 
1)0/(300 OoS \sas an untntenuonai cltfucai erroi 

H F v< I s Ri;LAriN<; i o rm: 1 1 cal si \no vro kok i;ntr\ ok 

C ORRI^XTiON OF BRNEFIT C LAIMS 

41 Exhibi t 16 is a copy of pages from Section 1481.03 of the current version of the MPEP. 

I . RELATED IJSPTO PROCIEEDJNGS 

42 1 he applicant is presenting ticicwuh an Anieudmciii t(> concct benefit in piun 
application 09/006,008. 

4 1 rhf applicant is fihng hesevvuh u eoncspoiidnig lequest Joi a certi locate oj cuueeiion in 
tlie paiCiU that issued fiom this application I S Pdt 6 37'' ooO 

m REASONS ^^ m t hf pf i h ion shofld bf t;RAN i fd 

On tl)c HiLiits ibc petition should be aianted liLcausL (I) tin. ielicf requested is not moot 
(2) an anienument as to benefit in an issued applicati!>n is suhniittcd heit- uitb ( > ) ali of tiic 
elements leqiiired imdci 37 ( FR I 78ia}i ''O base lieen pjescnied, stj awaiding a cotteeied 
piioiitv chain m application Ser No oo ooo 008 is pi open and (4t a retjiiest fui the appiopridte 
(\rtificatc of refection hdsbt.cn Hied 



9 



A STAN DA RI) FOR G RA N F iW VET I TION 

1 FORMAL MA nXRS 

This petition refjuests entry of an aniendnient in an issued application fiied aftei" 
Ncivember 2*-), 2C)00. Therefore petition under Kuie I 78 is prciper. 

(CX1.> "Eighteen-Month Publication Questions and Answers" 
http./.'www.uspto gov/patents/hnv. aipa/ i Smoiith/ i Smotithiaq. jsp.j;cx) 

The appiicaiU is paying the .>7 CFR 1 , i 7{t) fee therefore via credit card upon EPS web 
subniissioii of this petition. 

2 Tl\E Pf;HFIO\ IS NOT MOOT 

T he petition is not mo(>t because, even though 0'">/666,06S is issued a pending 
application claims prioiity to this application. Fact 39. 

3, CRITERIA FOR CORRECTION OF EENEFiT 

j he amendment that this petition leqtiests be enteied corrects benefit 1 he ietjunemcnts 
to obiani beneiil and fo coi tecl beneiif aie ifoxeuied b\ Rule I 7S MPFP 1 \h\ eonuans 
(-lUeiid k>{ Infantum a (-cHificate of coftectioo cortectu-^ii benefit ni an issued patent See the 
section titled "( oittxthin of i5 I S ( U^) and 3"=; I s C 120 Benefits " In \ ie\s of the 
foici-foiny this petition shows CvMuphanee \%!th the eiuena for (..oneetHm of benefit undei Rule 
1.78, 

n mi: \pplJCA^ri^\s<'o^^PLl^•D^\lTll hie crfieri \ i-or 

CLAIMING BENEFIT TO 09/666,068 

1 , THE APPLICANT HAS COMPLjED WITB: THE 
REQUI REMENTS OF 37 C;.F.R. L78 

The following paragraphs in this subsection identify reqtiireraents in Rule 1.78 for 
claiining priority, and show compliance with those requirements. 
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37CFR i 78(aX n ciLUtSiuii/cs a clann tupnuiUs to pucu filed dpphcafious onh d'tlif 
applicitjons name v^t lea;>t otu* common in\ cntoi and disck>sc the tlanncd im ctition I ho puoi 
fiiod appiiCfUiun !\ (^^ non OoR The nmmioo mxeutor is I J\\au! I lohinsck, \! D 1 fK'ts i4-^^'> 

i7 Ci"R \ "^^(aK nfi'i <3Eid (si) icquuc t!ic prior tiled appiiciUKnis U> be csthei mtei national 
applicamins or <ippitoattons cntiticd to a filing date The pitoi filed appfieatioiis is '■>{i(->,(KiS, 
which was enUtled to and aecoidt-d a ilhng dak i \hihit i f aeis 14-15 

t7 ( FR 1 78<d)<2Ki ) icquiics a claim to piiont\ \o hi, picsent oi amended to be pic^cm 
dunng tilt pendenc\ of the application unless tht application wa'^ filed pitoi to \o\t;mbei 2'-\ 
2UUU and to .state the iclatHmship between rhe applicatRMis 1 his applicatRMi is an applicarnw 
itk'd uodei I i 1(a) attet NtAt'inbet 2'-^ 2(.'0(} Accoidiuiih, the amLiidmeot submtited heiewuh 
pio\ide$ tlic specific refeieuces lelationsliips to 09 47o -4i whicii ts a contmuation-m-paii 
of^o^i 2"'^,( "(I which IS a contmuation-in-pait of O^^-C^fijSS 

3" Cl'R i 78(aH2)(iu) retiuires the claisn lo prsorst^ be piesenttfd in ao application data 
sheet or ameiidnieiit to the tlist sentence of the specification folkmtn^^ the title The amendment 
subniiticd heifwith provides the claim to pnoiitx to tf^> ^)Oo Oo8 m ihc fust sentence of the 
specitlcalion following the title. 

3"" VhR 1 78(aH 'i) authou/es an amendmnii clainmisi pliOllt^ afiei the time peiiods 
spt-Citlt'dbs 1 7H(a)(2)(io otiK if rhe late tlNtiu, of the claim the pnontx was unintentional !\ 
dcLixed The entue dela\ betv\een ihe date the piioiits claim v\ds due itndei paiaiiiaph 37 (T R 
I "1:^ (ii)(2)(!5) and the date subiHissKm {.>f this Petition was unintentional Fact 40 

( FR 1 78 contains tio othei requiietnenis applieable to grant of tins pctitioti in \ leu 
of the foregoitig, this petitioti should be granted. 

DATE: 3^30-2010 SIGNATURE: /RobertHaM#33,893/ 

FRINTEB NAME: Robert W. Jlahl, Phi>. 

Date/time code: March 30, 2010 (S:S6pm) 

Y:\Clieiits\i:AClVrACl"OCK)I\lobinick'spatents\l*etitiotiloCon-ectPiiori 
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. -liitr Z'SfiJ^'-c' 

^THS, CROSS-NOTING, .-SlND STATUS OF 



20i.G6(a) 



REQUEST FOR FiUNG A PATENT APPUCATION UNDER 37 CF« 1.S0 



DOCK£T NUMBER 


AMTiCtPATEO CLASSiFiCATlON 
Of TMiS APPtJCATION 


PHfOR AJ>PUCA-nON eXAMiNER 


AATUNtT , 


T08INICK 3.0- 
009(CIP){DIVn 


CtASS 


SU8CIA&S 


:xann"ner yilliam R.A. Jarv 


is 1614 



AdcjTMM to: 

A««i«t«nt Commi««on«f fix Pirt»r«t» 

Wtehington, D.C. 2«9S31 

T}i!« It » f»qua*t for fiiing « QconSnuatfOO 0<SyWcmj «ppik«ti<m undtr 37 CPR t.eo, o< pwidnQ prior 



■ND MUSCULAR DISORDCRS 



1. £ndo«<Kf M « ooFv of ih« !«tMt iny««tor-«<Qn«d prior «pf^e»tjon, tndudlne « wpy «f th* Mrth or <i«ctenttlon «ho<Mno 
th« Oiiginat wQnsture or «n ifKSe«<ton ttWM «fsn«d f tmvtXtf verify that tfM p>p«r* «r« * tr\)« copy of ttw tttMt >J{in«d 
prior appdcKtion numfa*f t ^ , 76.643 . tnd ftjrth«f that li •trtrtnwnt* mwte h««*n of my o*m ltnwii<«dfl« «r« 
tnto: <nd furthvf tnst m««a istaismenes woro mads v»Rh tna \a«»tA*^ tJwt VAitfU fniM ««Ktemefit» and th« )!)» so mada «r« 
punS«i%sbt« by fin* or jwpfj«o«m«it, of both, onetor •«cfter> 1001 of TW* 18 of th« Un«*d StatM Co*» «k1 ttwrt «ich 
v**!!fi;l fti»M» «tatam»nt* m«y J»op*rcte« tho vaUdlt^ of m« appfioatfon or «ny patent ftwulna tharwjn. 




2 A v«rM«d «tatwTMnt to ««tat;)ijeh smati antlty «iatu« undor 37 CFR 1.9 and 1,27 

ai« ondoMKl 
was fit«<j if» pnor appiicatlon number .9^^ ^ -^^ ;> ^'^r^ ,, , atartu* la atift proper awJ daaifad 

(37 CFR 1.28(a)). 

3. □ Th» Commtsstonor ta horatoy •irthoitE*d to eharflw any fa«a wWch may tM ratjuirad under 37 CFR 1.1« aird 1,17. or 

cradrt any ovatpaymant to Deposit Account No. ^ . A dup(ic«ta copy of tWa ahaat Ja andoaad 

4. 0] A chack if» the amoum of S *• ardoaa*!. 

/■>- 9^ 9? of ttw prior 

applicattori be4«ra cajcutatrng ff«a fttmg fea. (Al laaat orta original fndafMndant daim muat ba ratainacf for fitln^ purpoaas.) 
6 13 Tf>« invantoiT^a) of tha mvaotion b«r>g datmod in thia appticatlon ta <ara)' 

namad In tha p<lor apfgScation. tn «acordtanc« ^Mtft 37 
CFi^ t 8C(b}, tha Commtaaionar ta raqueatad to <l«!at« m« n8m«<«) Of Ut« fottowtftS penKm or p*n»om who ara not 
invantora of «i« invantion baina datmsd in mta appffoatton; 
8 Q Amend tha apadficatiofi by maartirtg b«fof« tha finrt Una tha aantanc*; "Thla appHcatfon Ja a O oontinuaifort 

£3 dfviaion of application numbar 09 / ^76,643 . ffta<i D e c: . 31 , 1 < abarKtoiwd. paftdnft ate-j.' 



^tS^'^on^OC zS^T* TO^r^e*4o^^4'osf CcSS^tETED FORMS ?( 
lrt*»Wn((tofi, DC 10231. < 



SEND TO: A««hrt»j« C<Mt»T!i»i»tef**r *f liattw*. 



200 - 19 



Jj^ MAXUALOFPATENTEXAAflNINOPRC 



.q^|||||uR£ 



(REQUEST FOR RLfNG A PATENT APPUCATION UNDER 37 CFR 1.60. PAGE 2) 

8. Oiew fofmaf dnwfings are enckis«d. 

1 0. □ Prtortty of tofftign appjfcattofi mimb«r . iUed on m 

b claimed under 35 as.C.li»(a)-<d)! " ' 

□ The catmeti copy hms teen ffied to prior epp&wtkm number , «Mi 

11 . EI A itretbttiRafy amendment is enctosed. 

12. Othe prior af^aScation i» assigned otmeoni to 



13. OaSso encJoMd: 



14. i23The power of attorney in fte prior appiicetiott i« to: EZRA SUTTO^j. P. A. 

Plaza 9, 900 Route 9 

— -— — . l iloodbn'dgoj Hoyj Jonooy 0700^ 

a. Qrhe power of attorney appears in the ortglnaJ papefs In tt>e prfor appScation. 

U. □ Since the power does not appear in the oi^Jnai papers, a copy of me power in the ertor 
appiicatwn is enciosed, 

c. QAddress aii htture ooiraspondence to: ^ay only be compteted tsy appficant. or attomav 
or aQent of cord .) 



D Customer Numbsr 



F<f m or 



Typ» Cwar<wrw Humb^ ttmm 

EZRA SUTTON. P. A, 



Pfmsm CiMtomm' fitmtar Bar 



Plaza 9, 900 Route 9 



City 



Country 



...yriAffhf^Tfjgt, 



New Jer-gfty Zip f)7nQ<^ 



3^ 



(732) 634-3511 



I tnventor(s> typed or printed name 

Assisnee of compiete interest. Certifiortion under 37 CFR 1,7303) is endosed. 
j Attorney or agent of record 
I Ried Milder 37 CFR 1 .34{a) 

Registration number ff acttnfl under 37 CFR 1.34(8). 



25,770 



!»»«SI«2of2! < 



R«v.3,jBiy 



200-K} 



t 




TOBINICK 3.0-009 (ClP) 

TiNF INHIBilORS FOR THE I REA IMEN J OF 
NEUROLOGtCAL, RETINAL AND MUSCULAR DISORDERS 



The present iinNenlion relates to tumor necrosis factor fTNF) aniagonists or 1 NF 
blockers for the treatment of neurological disorders, tratimd, mjunes or compression; 
demyelinatmg neurological disoj-ders, including multiple sclerosis; neurodegenerative 
diseases, including Alzheimer's disease; muscular disorders, and disorders of the opttc netve 
and retina (heremafter "Neurologic and Related INF Disorders") More particularly, the 
INF antagonists, 7NF inhibitors or TNI* blockers, are used for the ircatmcni, prevention or 
amelioration of these "Neurologic and Related TNF Disorders" by moditiatmg the action of 
TNF m the human body. The use of these TNF antagonists or TNF blockcTS results m the 
amelioration of these disorders and diseases and represents a novel use for this class of drugs. 



Meurological disorders due to demyelinating disease (e.g. multiple sclerosis), immune 
disease, mtlammaiion, trauma, or compression, occur m different cimicai fomis depending 
upon the anatomic site and the cause and natural histor>' of the physiological problem For 
example, in Alzheimer's disease the brain undergoes a serious fonn of ncurodegcneration 




FIELD OF THE INVENTION 



BACKGROUND OF THE IN\TN'f ION 




Applicant or Patent: 
Serial or Patent uo 

Filect or lasued; 

Title: TSF I^ 




iiei-roas for- i'm 



RETINAL AND HUS CULAR DISORDERS 
VERIFIED STAXfiHE«T {OECUVaftTIOK) CLAIHXNO SMALL ENTITy 
STATUS (37 CFR 1.2(f) ANO 1.27(b) - IHDEPEiJDBNT INVENTOR 

below-natned inventor, I hereby declare that I qualify as an independent 
ntor as defined in 37 CFR 1,9 (c) for purposes o£ paying reduced fees under 
Section 41(3} and (b) of Title 35, Untied^ States Code^ iM'^iBilos^^yj l.!' vtl'^ 



Trademark office with regard to the invention entitled ; 



[ } 



described in: 

the specification filed herewith 

Application Serial No. 

Patent No, , issued^. 



X have not assigned, granted, conveyed, or licensed and am under no obiigation, 
under contract or law to assign, grant, convey, or license, any rights in tne 
invention to any person who could not be ciaasified as an independent inventor 
under 37 CFR X.9{c) if that person had made the invention, or to any concern 
which would not qualify as a amali business concern under 37 CFR 1.3 id} or a 
nonprofit organisation under 37 CFR l.S(e). 

Each person, concern, or organization to which I have assigned, ^canted, 
conveyed, or licensed or am under an obligation under contract of " assign, 
grant, convey, or license any rights in the invention is listed below: 

f x 1 no such nerson, concern, or organisation 

[ j persons /concerns, or organizations listed below* 

♦NOTE: separate verified statements are required from each named person, 
concern, or organization having rights to the invention averring 
to their status as small entities. (37 CFR 1.27) 



[ ] INDIVIDUAL 

FtlT.T, NAME 


[ ] SMALL BOSINESS COiiCER« [ 


3 NONPROFIT ORGANISATION 


*\i>ORBSS „ ■■ — 

[ j XSOIVIDUAL 

pflT.T. MftMP 


E 3 SHALL BUSINESS CONCSKH [ 


3 KONPROfIT ORGANISATION 


ADDRESS 

{ ] INDIVIDUAL 


( 1 SHALL BUSINESS CONCERN | 


■ } NONPROFIT ORGANIZATION 



any change in status resulting in ji^Yno th^ earliest of the issue fee or any 
SIiS,'»l«r/SI'.u°; o?SS?n ....ll entity no lo„„r 

appropriate. {37 CFR 1.28(b)} 

I hereby declare that all --^^-""t'o? Vnf bSif^ ^rrb^Uevtd't^ be'\rue; and 
th«t ail statement, m^de on ^"^^^^'^''^^'^^^1^1 thl\ 

further that these statements were ^^^if ^'J'^f bv fL^ror imprisonment, or both, 
atatemente. «nd the like .o '"f ^5*; .f^^ that such wiUful 

under Sect^ion lOOi of "^^^lo 18 of the of the application, any patent 



S(i«ard L. TO0INIC: 



NAME OP INVENTOR 



nmS OF IMVENTOR 



f ^^TQl^'^ S.g^atul T^riu^TSi?^^ xnventor 



Date 



Date 



Date 



By: EZRA SUTTO^f Eaq/DAVIQ O^S Esq; 732 634 351 
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TOBINICK 



3 .0-009 <CIP) 



„LAltATlON FOR p/TENT APPLIC/* 

As a bdow name<i inventor, I hafehy dedare thsT; B ^ / J 

My residence, post office address and diiienship are as iiatcd boBj^ next lo my ni^ji 

t believe [ am ihe origina!. ftrsi and sole mventor {if only one name is1?!f©d)jjjil0flifor an Ofigmal. first md joitit "mvemor (if plura! 
najnes are lisied bciow) of the subject maiier which is claimed and for which a patcjit is sought an the invention entidiriJ 

TNF IN Hiai TORS FO R THE TR EATMENT OF N EURQ.L.QG I CA L ■ , ihc specificatiofi of which 

RETINAL AND MUSCULAR DISOKUERS 
{check one) ©Cis atiached fieteto. 

Q was filed on , as 



rt accordan<:<! with Tilie il. 



. <if applicabie), 

1 hereby siate tha: J have rsujcwcd and understand the contents of the above identified specification, inchiding theciaims, as amended 
fey any amendmens referred lo above. 

i sckBOwiedge the duty to disclose infonnation *hkh is material to the examitiaticn of this appJic; 
Code of Federal Regulations. §!,S6(a>, 

i hereby dssir. foreign priority benefits under Title 35. Uniwd States Code. SU9 of any foreign aijpikation(s> for patent or inventor's 
ceriirLcaia listed hefow and have also identified below any foreign appticiiion for patent or inventor's certificate having a niing daie 
before that of the appiication on which priority is claimed: 

J^iarity Claimed 



r Foreign Apphcation(s) 



(Number) 



(Cooniry) 



(Day/Month/Vear Filed) 



{Day/Month/Year Filed} 



{Number) 



(Country) 



(Day/Month/Yesr Filed) 



1 hereby claim the benefit under TUie 35, United States Code §120 of atiy United States applicatjon(s) listed fcdow and, insofar as 
the subject tnarier of each of the ciaitns of this application is not disebaed in the prior IJtiited Suias application in the jnantjer pro- 
vided by the first paragraph of Title 35, United Siatd Code. §i !2, 1 acknowledge the duty 50 dtscfow matenai mtorm.itionju detuied 
in Titk 37. Code of i-ederat ResulatiotJS, §1.5e<aj which occurred between the filing date of the prior application and the nauooal 
or PCX tnteenaitonaJ filing date of this application: 



tApplic; 



1 Serial No.i (FiUng Date) " {Status- patented, pending, abandoned) 



{Application Ser^ai Nol <Fiiin§ D^t^) (Status-patented, pending, abandoned) 

I hereby appoint the following aitorney{S} and/or ascnt(s) to prosecute this application and to transact alt business m the Patent and 
Tiradamark Office connected therewith; 

Ezra SuCCon, Reg. No. 25,770 ^ „ 

^;5dress ail telephone calls to al ^^i^P^'>^^ "O- 3jJ.. .-£ 34- 3 S? n 

Address all cotrespondence to ■■ KZRA RUTTQH . P. A. 



' P laza 9. 90P..to _t^-^ 



Lch wiitf^ii false statements may jeopardize the validity of the application or any patent .«ued thereon. 



ward L, TOBINICK, M.D, 



Full name of sole "^^^^^.^^f f^^tT:;:^^ Date . December 2 , 9 ,,.. 199 9. 

inventor-a -^--ri ^^tS7>^ -"nited Stares.. 

in^ nrr.A :^ dI7irVl^ ^^' S^^^" 

Post Office .address ^ ^ j,^. ^ ^ i s 3_,r iiIIiikriijt....a aQ.2.jL:^iiaiIX... 

Full name of second joint inventor, if siny — 

S«cond Inventor's stgnaiurc ~*~* 

„ _™„Cjt!iens 

Residence 

Post Office Address — 



S»nt EZRA SUTTON, E%/OAVIDJWIS Esq; 732 634 3511; 11:08AJ^ 




TOBINICK 3.0-003 CCIP) WIV D %^ 

IN THE UNITED STATES PATENT AMJ TRADEMARK OFF^^ ^ 

BY FAX - l-703-308-7%S;-3|,^^^^ % 

in re patent application of : : ^'%^ 

EDWARD L. TOBINICK, M.D. % 

nan ' Group Art Unit 1614 

serial Jio. 09/666,068 ■ ^i-^^f ^ 

Filed: September 19, 2000 = Bxaminer 

For: TNF INHIBITORS FOR THE : 

TREATKBNT OF NEUROLOGICAL, /: ^nnn 

RETINAL mo MUSCULAR DIS0!U3ERS December 6, 2000 



A3Sist&nt Commissioner for Patents ^ 
Washington, B.C. 20231 o 

sir: 

Please issue a corrected filing receipt, and correct the 

following data: 

THIS APPLICATION IS A DIV OF 09/476,643. BATED t2/3l/19§9, 

KHICH IS A CIP OF 09/256,388, BATED 2/24/1999. ABiOIPOHBD. 

Sse the enclosed filing receipt. 

Respectfully submitted, 
E25RA SUTTON, P. A. 

EZRA SUTTON 
Rag. Ko. 25,7'?0 

. . Plaaa 9, 900 Route 9 
'woodbridge, New Jersey 07095 
(7325 634~3S20 
BS/jmt 



o 



Sy: EZHA SUTTON Esq/DAVID^VIS Esqj 732 634 3511; 



Q&i^&'OO 11 :0eAf.1; 




Ezra Suttoa PA 
Plaza 9 9Xi Route 9 
Woodbri<Jge, NJ 07095 



Date Mailed: 11/15/2000 



Receipt is acknowledged of dUs n.«provjsi««l Mp*"^*! ^ ?p1&"a^ yS'^BBt^^^ , 

eS^iWs Customer S«^ce CgJ|n g^/jyi^^VS" follSjs aS«tto«. 
noted tbcrwo. If vo« received a 'Notice to »wej»w*^ fj-JIfg Uw PTO processes the reply to 

appropriate). 



AppHcant(4i) 



Edward L. tobimck, Los Aisgeles, CA ; 



If Required. Foreign FUiofi Ucense Granted 11/15/2000 



•* SMALL ENTITY* 



TNF taiabitors for the ircatmeat 



of aeuological. retinal and muscular disorders 



Preliroinary Class 
5H 



Data entry by : HINES, BRKNDA 



Team : OIPE 



Date: lia5/20OO 



lllllllllillilillllMliipiliWli 



.3^ 



li/15/00 
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F|E.COPY 



United Sx^tes ByrEwr a^p TrXpemark pFFiCii: 




lliiiiiillll 



jAgOMMlSStOlfe 

UNiTeo States *^f«>-T AJUOtfiASi'^^ Opfice 



ais Data Sheet 



SERIAL NUMBER 

09/666,068 



FlUNG DATE 

12^11/2000 
RULE 



CLASS 
514 



GROUP ART UNIT 

1614 



TTORNEY 
DOCKET NO. 

TOBiNtCK3. 0-009 
{CIP)(D!Vi 



APPLICANTS 

Edward L. Tobinick. Los Angeies, CA ; 

■ CONTINUING DATA 

THIS APPLiCATiON tS A DtV OF 09/476,643 12/31/1999 PAT 6,177,077 
WHICH !S A CiP OF 09/256,388 02/24/1999 ABN 

' FOREIGN APPLICATIONS * 



IF REQUIRED, FOREIGN FILING LICENSE 
GRANTED ** 1 1 /02/2000 



* SMALL ENTITY * 



Foreign Priority claimod 
35 DSC 1 13 (3-<J) conditions Q 



1^ no Q Met after 
Aitowance 

Exaniini)t'& Signature Initials 



STATE OR 


SHEETS 


TOTAL 


COUNTRY 


DRAWING 


CLAIMS 


CA 




16 



INDEPENDENT 
CLAIMS 



ADDRESS 

EZRA SUTTON, P.A. 
Piaza 9, 900 Route 9 
Woodbridge ,NJ 07095 



TITLE 

TNF inhibitors for the treatment of neurological, retiria! and muscular disorders 



FILING FEE 
RECEIVED 

410 



FEES; Authority has been given in Paper 

No. to chaif^e/credit DEPOSIT ACCOUNT 

No. for foiiowing: 



□ A!i Fees 



□ 1.1 6 Fees (Filing) 



Q 1 .17 Fees ( Processing Ext. of 
time ) 



1,18 Fees { Issue) 
Q Other 
□ Credit 



fi}e;//C:\Apps\PreExam\correspondence\ I _A.xm! 



1/23/01 



0i/28.-200i MON 11:52 TAX 17326343511 E- SITTON/D. DAVIS 8)002 



I trciTCP States Pa ti^mt ^ Trademark Ofhce coHM,6^0He« roR ^...^ ' ^ 

il !-^r!8Sii^ N Uw-res States pArg»iT nno ■mASEMAPic Omcz 



I FlUNGDATg lGRP.RTUNiT|nLfEEREC -0UTTy.P0CKET.N0| D«AW.N^tTOTClAWS|.NDaAl>^} 

-J- ~ TOBINJCK3.0- 



.068 12/11/2000 1614 410 009{CIP)(DtVl> 

CORRECTED RUNG RECEIPT 

EZRA SUTTON. P.A. llliliillllllillHIil 
Piaza 9, 900 Route 8 -ocoooooooosTSfT-ss" 
Wood bridge. NJ 07095 

Date Matled; 01/24/2001 

Receipt IS acknowledged of this nonpn^visionaf f^^^^-U ^Pf''^'^/'^^; ^.l' u ffpp? I Si^iONN^^^^^ 
will be notified as to the resuits of the examination. Be sure to provide the U.S. APPLI^AS !ON nu^^^ 
F LING DATE NAME OF APPLICANT, and TITLE OF [NVENTiOW when inqu.nng about tJ^jS app^^f '^f . 
fLJs ua?smiuad by check or draft are subject to co!ie«ion. Piease verify '^^^'^T^^TJ^tS^pTni 
on this receipt, if an error »s noted on this FiJing Rece.pt. picasc ^"'f 

Examination's Customer Service Center- Please provide a copy of this Fihng R&ce.pt wrth the 
chanoes noted thereon If you received a "Notice to File Missing Parts" for th.s appiicatfon. please 
sSbmrany currl^^^^^^^^ this Filing Receipt with your repiy to the Notice. When th« PTO processes 
ths repiy to the Notice, the PTO will generate another Filing Receipt incorpofBtmg the requested 
corrections (if appropriate). 

Appiicamfs} 

Edward L. Tobinick. Los Angeles, CA : 

Continuing Data as Claimed by Applicant 

THIS APPUCATION IS A DiV OP 09/475.643 12/31/1999 PAT 6.177,077 
WHICH IS A CiP OF 09/256,388 02/24/1999 A8N 

Foreign Applications 

If Required, Foreign Filing License Granted 11/02/2000 

SMALL ENTITY" 
Title 



TNF trthsbstora forth© treatment of neumJogicaf, retinal an«J muscuSar disorders 



PrelimSnary Class 
514 



Data entry by : BURSE, JANiCE: Team ; OtPE Date: 01/24/2001 

ilMillillUiliiiililiitiiHiltlliiilliiirii^ 



fi{e://C:\A|5ps\PreExam\corresporidence\l„A,Jpnl 



l/23/Oi 



SAT 16:12 FAl 17326343511 



E. SinrXON/D.&AVIS 



is 002 
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BffSNr AND Trade>urk Office 



COMMfSSOKER TOR mcWTS 
UHirZO $TATKS R&TS:)^ MB "Dst^OCMfiK OPfiCE 



08/666,068 12/11/2000 1614 410 ^og^(S!^p55^ 1 



CONFIRMATION NO. 6420 
FiUNG RECEIPT 



Ef«Af™'ur.t iiiiiiiiiiiiiiiiiiii 

Ptaza 9, 900 Route 9 -ocoooooooosrgissr 
Woodbridge, NJ 07095 

Date Mailed; 02/22/20Q1 



Receipt is acknowledged of this nonprovisional Patent Application. It will be considered in rts order and you 
be notified as to the results of the examination. Be sura to provide the U.S. APPLiCATiON NUMBER, 
FiLtNG DAie, NAiWE OF APPLICANT, and TiTlE OF INVENTION when inquiring about this application. 
Fees transmitted by check or draft are subject to coiiection, Piease verify the accuracy of the data presented 
on this recetpt. If an error is noted on this Filing Receipt, please write to the Office of Initfat Patent 
Examfnation-s Customer Service Center. Please provide a copy of this Fllirtg Receipt with the 
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please 
submit any corrections to this Filing Receipt with your reply to the Notice. When the PTO processes 
the reply to the Notice, the PTO will generate another Filing Receipt incorporating the requested 
corrections {if appropriate}. 

Applicantls) 

Edwani I. Tobiniek, Los Angeies, CA; 

Continuing Data as Ciaimed by Applicant 

THiS APPLICATION IS A DIV OF 09/476.643 12/'31/1999 PAT 6,177.077 
WHiCH iS A CJP OF 09/256,388 02/24/1 999 ABN 

Foreign Applications 

If Required, Foreign Filing License Granted 1 1/02/2000 
Projected Publication Date: 05/31/2001 
Non-Pubiicatfon Request: No 
Early PuWication Request: No 
** SMALL ENTITY ** 
Title 

TNF inhibitofii for the treatment 






TOBINICK 3.0-009 (CIP) (DIV 11^ J"' 

IN THE UNITED STATES PAT^fvf?*'^D TRADEMARK OFFICE 




In re patent application of: 
EDWARD L. TOBINICK, M.D. 



Serial No. 05/666,068 



Group Art Unit 1614 



Filed: September 19, 2000 



Examiner 



For: TNF INHIBITORS FOR THE 



December 6, 2000 



TREATMENT OF NEUROLOGICAL, 
RETINAI. AMD MUSCULAR DISORDERS 



Assistant Commissioner for Patents 
Washington, D.C. 20231 

Attention: Customer Service Center 



Sir : 

This is in response to the "Notice to File Missing Parts of 
Nonprovisional Application," dated Noveniber 2, 2000. 
Enclosed for filing are the following: 

1. Page 54, which was missing from the application; 

2. A copy of the Declaration from the parent' application (U.S. 
Serial No. 09/476,643); 

3. A copy of the Verified Statement for a Small Entity from 
the parent application (U.S. Serial No. 09/476,643); 

4. The surcharge fee of $65 for a small entity; and 

5. A copy of the Notice to File Missing Parts of 
Nonprovisional Application, 



Initial Patent Examination Division 



RESPONSE 



1 



It is requested that this application be given a new filing 
date upon receipt of this Response. 



Plaza 9. 900 Route 9 
Woodbridge, New Jersey 07095 

(732) 634-3520 

ES/jmt 

Enclosures 

I HEREBY CERTIFY THAT THIS CORRESPONDENCE IS BEING 
DEPOSITED WITH THE UNITED STATES POSTAL SERVICE AS 
FIRST-CLASS MAIL IN AH ENVELOPE ADDRESSED TO: 
ASSISTANT COMMISSIONER FOR PATENTS 
WASHINGTON, D.C. 20231 OH 



Respectfully submitted. 




:ZRA SUTTON, Reg. No. 25,770 



Date 



By, 




US 63: 

1 

iW N{.:[;R<»M)<;!(:At„ Rj:.'i iNAJ, AM> 
MiJSCULAK DISOHDi'.kS 

RELAIBD APPLiCAnON 

This :i}!p;ica!ii>a is a ifctstonai of Ser. No. 09/476,643, 
filea Dtc. 31, im, mm U.S. Pal No. f-, .J 77.077, whicJi is 
3 ci:>ntmiui!!i.>ii-:m-p;a) of applicaticui Stt. No. 0')/356,.?{te, 
J:i!e-J OB Feb. 24, I9m, now abandoned. 

i'liiU:) OF THE INVENTION 

The presect inveoiion rekie?> lo luaio): rtecrtwiH factor 
(TNF) amagotii.sB or TNF bsockers fm the tfcataic-nt of. 

tMlU'U^KA] lhsOfi1vl>, IMUIILI, IfJidFtS ilj compii-s.Mnn, 

dcnjveljaatine neufoloaical dissrck-rs, inohidmg ariiltrple 
scleposis; neurodegenerative disease.^, inckiding ^Mzhe- 
insers disease; mtis!::si!ai- disorders; and disorder of the 
optic nerve and retina Chereiaatier "NerifoJogic and Related 
'.mF Disorders,")., Mote particu.tariy, the TNF aote^inisls, 
'INF inhibifofs or INF blockens;, are used for the txeatmenf,, 
preverniori firarneKftration of these "NV»jx.«!ogic And Re.\Ah--d 
TNF Disorder.*" by nnxfulatitiii tije aeiKXj of INT in tiie 
human fx>dy. lla: ust- of these TNF aalagoni.st.s or 1"NF 
blockers nstuits in the smciiojaiioti of these dtsordefs and 
diseases atid feprisHeiiis a novel ti.fc- for liiis class ol drags, 

BAt RtitajfiNU OF iiiF !,MVI.'N 1 iON 

.Netjitilogicsl disorders due to demyeHnaSingdiseas: (e.g. 
innitbie scierosis), iminnne disert.sti, inflammation, trjiuina, 
or eomprt.ssio-n, occur fa diUcrcnt elinical forms depending 
u.pon die anaiomie site snd !hc catjse 3.n(! iiatnrai history of 
the physioiogicBl problem. For example, in Alxbeimer's 
disease the hmo tindergoes a serious fotre of neufodegen- 
eration of tiaknown etiology. Comnson to all of rhese dis- 
ordfii^. is ths;. fact (bat they ean faMse. jit-rtitanent jjeiiioktgical 
ddm ige, tbii d,<ni,.igi vdu kv.ii tDidl\ .Niid be it ..v^f^ibk, 
and that furrent. tje.iiatetti of these eotuiitious is 
unsatisfaciory, oiiea requiring surgsfy atsd/or the rise of 
j.'harinaeofogic ageriLs, wliich are tifteti nt.it. cotnptetelv sac- 
cessfyl. 

I'ltcse oetjrological aiaditic-ns inchtde acsne sjwnat cord 
traitma, spinal tc-rd compres,sion, ^)iaa! cord hemsttima, 
cord coninsitin (th&se ciscs am usually tmimnic, sttcti as 
rt30to.rcyde accident'* or sport.s injuries); netve compressioo, 
the most common condition being a herniated disc causing 
sciatic nerve axaij.iress.ioft, neuropathy, ;tnd pain; but ;t.lso 
includitig cervieat dise. herniatioii, causing nerve cotiipres- 
sion in the neck; acuta or chronic spinal cord eonipression 
trom t;i!fjcer (tfiis i.*! usually due to raelastases to the spine, 
such as Ixom prosfaie. i-'reast of lung cantwf); .^iitoraujuiue 
ifisease of the iiervoris system; and demvLdinaring diseases, 
the most cciinriion condition being multiple acferosis. 

.Stecoid drugsHucl) ss corirsorte tl3ai ace tjsed to treat njany 
of the afofemertiiofwd netuofogjeal probieras atjd condittons 
ne pil iuuluv hi/ ifduic. breast .-e tbev ,nc used uiilier it 
higl) dosage, with a eotrcspondttis incfeasing risk of side 
et^ects, or because tbey ate used c-hronicaily, also increasing 
their advctse eli'ccts, Fa-sdy, steroids arc only partially 
eficcti^'t Of cotnpbtcly inelfective, 

'IVimor necrosis factor fTNF), » naturally oecurcmg 
cytokttts, piays a centtai tole itj ttjs; itjilaHon.^tory response 
and in laitnutie ttiiujv.. INf' ts totmed bv tite cteav-aae ol: a 
precursor Iran.smemhrane prot-ein, forming soluble mol- 
ecules whleli aggregate to form trinxslecular ccsnjplexes. 
'i'bese cotnpkxe.s thtti bind to receptors fottnd ou ;■ vafiei:y 
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of cells. Binding ptoduces an array <if ps'o-ittftanuBatory 
eticcis, :tnc.ft:ding reka.se ot' other pro-inflanHTtattn'v 
cytoki«e.s, including ititerleukin 01-)-*'^. <'»'•-' lS--f; 

release of raairix i.-nt:ia!l«p«iteinases; a.nd up regubiiion of 

J ihe e.^iMmsioti of cnitotiieiial Jidhcstoti inok'ctiles, furf!)er 
amplilytng tbe mtiatnmatorv and tmmtine cascade by 
attracting: leukocvtes into estravascnbr t:ts,s«es. TNF i,s am 
well esiablf-ibed'as key i.n the patbogenesis of rheumatoid 
nrtttrtii.s fl^A) and t7n)hn'.s Di.wase. 

JO Specitte inhibitors of INF, only reccnUy cot«n:tercialiy 
ava.il.iible, now provide the possibility o<f iherapeniic inter- 
vention m I'M lu^.iwtvd di^,(scs S>fM-uaUt tbctap^ it i. 
siKtts^ b.t^ irt,td\ hctn ikmonstiattd -Atth inflii.)m,iK a 
ctiimeoc atiu-TNF tnotiocloita! attitbtjdv (f[i..<y>), tti treatittg 
Crohn's .Disease and RA; and with eianereept, a recombi'- 

'■^ nant fusion protein ctvti.si.siutg of nm .'WJluble TNF rccepiors 
Joined by tlte Fc fragmenl of a fittmao IgC.l (nolecuie, m 
treatittg RA and Psorisl.ie .Arsbriirs, Other specitic anti-INP 
agettis are ruider development, iticluditig D2F7 (a hiioian 
anti-lW rciAb), C.'DP 571 (a chimeric, but 95% hwmatiized, 

2'! a))tf-TNF tnAi?), ai)d a jwgyiaied soiuble TNF lypt- I feet-p" 
ton AdditifHiaity, l.hatidomide has been detnonst.fated to be a 
potent anti-'lNP agent. Further, anti-'lNF therapies tnay 
inckide gene tkerapy aird die devefoprneut of s<:kx.-!ive 
inhiijitors of the "I'NF-alpba converting enzyme. 

2,'! As witii ot tter ocgan sv.s}e:a:«, 'FN'P has been shown to have 
a key role in the central' uetvotis system, llter-e is a need for 
TNF tfihibitors thai will opco a new reattn of tbcrapeutit 
possibilities for a wide varteiy of rieitrologicai and relater! 
disrifders. These disorders are diverse- and inetside intlani- 

X: niatory and atitoimt.ntrae di.sorders of tire aervot:s sysleirf, 
inclu-ditig tmtliiple selearsis, Guillain Barte syfidfoine, a.i:K:l 
mya.stJienia gravis; degettetrative disorders of the ttervoB.s 
system, iricludiiig Aizheifner's disease, f^arkinscur's di.sea.se 
and 1 kintinBtcitr's disease; dist,.irders ot related systems of t he 
retina stid ol tittiscle, ifttiudtt3a, optic nenriiis, atacular 
dege tie ration, diaheiic retinopathy, dermatontyo.sitis, smyo- 
ntsphfc lateral .sckrC'Sis, and mn.scular dyst.ropby; and inju- 
ries to tbe nervous sysfetn, including tratjinatic brain injiiry, 
actjte spinal cord injury., and .strrike. 

40 '!"hc .lirB.ited ability (if the body tti cftect .repair after injuty 
to the rten.-fjii.s system, lite devastating natu.re of tfiese 
diseases and tlte .lack of effeclive therapy all highlight the 
iraponance of early therapy aimed at preventing or lirniting 
netirotial destrtfctioti. /Vnti-TNF therapies are ideally suited 

ai, to this ..ask because they have been demofisir.ited to dra- 
inaticalty timil itillantmation by ioterEnpting tbe inllairuns- 
loEV ca.scade at a luudsineEiial level 

There rertiains a tteed for a new phactnacologic trtaimt-ni 
of these aforeuteniioned physiological probleros of the ner- 

.S!! votjs sysle:ai associated with attioitijraiitie di.scase, de:n-tyelt- 
nating di.sea.tes, neitrodegeneraifve d.isea.se.s, irttntna, itijttries 
and compression with the phamiacologtcal use of 'IMF 
antagoiiifitfi or TKFbloekcts, which aw greatly txifinlicial for 
the large nucttber ot patie:nts wbtstn these conditiofis ailect. 

55 Drugs which are powerfatl 'INF olodcers are etanercept, 
infliximab, pegylated .wikible TNF Receptor Type I {PEOs 
T.NF-Rf), other ageors containing soluble INF i\jetjptor.s, 
(i:iP57i (a bitmani/ed moni:^k>na1 anti-TNF-alpha 
antibodies), tlraiidomide, pbosphodiestera.se 4{.iV) inbibiror 

60 tbalidon>ide analogues and other phosphodiesterase IV 
inhibitos's. Etatieirept. or tnllixiinab i35ay i>e ttsed Toe the 
immediate, short term and king lernj {aetiie and ehrotiie) 
blockade of 'INF in order to fttj.ni!ni<ce iiearologiciil damage 
tr.edisied by TNF dependent processes ocfiirrifig in the 

ii-s aforemtnlic.ned neuroiosica! disorders. The use of these 
TNF antagonists or 'FNl- blockers wt.mld result in the anje- 
boEibonoi fli,.\e ih^Nioioi;ti. tl ticuioiugt i pj *bietTi,s. 



Sent By; EZBA SUTTON Esq/DAVlJftAVIS Esq; 732 634 351 t 
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pECLARATION TOR PATENT AFPLSCATlOJv 
As B bdow named mventor, I hereby dectare that: 
My rcsideitce, pos( office address and citizenship are as jtatwi bciow next to my name. 

i beiteve I am the originai, futst and sole inventor (if oniy one natne is listed beiow) or an originai. firsi and joint Invefitor {if piural 
aajfics ate list«3 below) of the subjec! mauer which is claimed and for which a patoil is sought an ibe invetjiion entitled 

TNF IN HIBITORS F O R THE TR EATM ENT OF n E.V.RQ.U)QlChiu . , die spcctfjcBtion Of which 

RETINAL A«D MUSCUL.AK DISORDERS 
(check one) S3cis att^ichtd hereto, 

□ was filed on ...... as 

Applici 



, (if applicabJe). 

t hereby state that i have re^/iewcd atid wndetsrand ihecomcntsof the above identified spccificaiion, incitiding the daims, as amended 
by any amendment referred lo above. 

I acknowledge the duty to disclose ittfonrtation which is maieriai 10 the ejomiaaiion of this application in accordance with Title 37, 
Code of Fedeta! Regulations, §K36<ft}. 

I hereby daim foreign jSfiority benefits under Titk 35, United Sutes Code, §1 19 of arsy foreign applic8tion(s) for patent or inventor's 
cettificatt listed below and have also identified below any foreign application for patent or Invet^tor's ctrdJkate having a filing date 
before that of the spplicatior, on which priority is claimed: 



Priof Foreign AppJicaiion(s) 



Priority ClBimcd 



{Number} 
(Number) 



(Country) 
tCounity) 



(Day/Monih/Year Filed) 
'<Day/Momh/Y«iar Filed)"" 



(Day/Mofilh/year Filed) 



Yes 



No 



: n hereby claim the bettefit utider Title 35, United States Code. §120 of atjy United States appSication(s) listed beiow and, insofar as 
-■.r^the subject matter of each of the claims of this application is not diicbsed in the prior United Slates application in the manner pro- 
...vided by the first paragraph of Title 35, United States Code. §112, 1 acVftowiedge the duty io disdose material information as defined 
-^tn Titk 37, Cade of Federal Regulations, Sl.S6(a} which occtjrrcd befsveen the filing date of the prior application and the tjationat 
hx)T ycrt tnternational filing date of this appiieaiion; 



^-iiApplicatiofi Serial No.) 



(Filing Date) 



(StattjiS— patented, pending, abandoned) 



•-CiAppJication'Seriat No.) <ri!ins Date) {Status-patented, pending, Abandoned) 

■'^■^ hereby appoint the following 3tiorney(s) atid/or agcntjs) to prosecute this application and to transact ail busint-ss m the Patent atjd 
vTrademar k Offtce conttccted therewith; 

Ezra SuCton, Reg. No. 25 ,7 70 



Addreis «Jl telephone calls to 
Address all correspondence to . 



. at telephone no. 



P laza 9. 900 Ro ute 9 



-J:faQ.dbri.dge.»....NPM .IfiVFi ay-.Q 709 5- 



I hereby dedsrc that all statements tnade htrcin of my own knowledge are true and thai all statements rnade on m format ton and 
belief are believed to be true; and further that these statemcnis were made with the knowledge that willful false statcrticriis and the 
like so made arc puttishabk by fine or imprisonmem, or both, under Section 1003 of Title 18 of the United State* Code and that 
such wiiirtil false statemetits may Jeopardize the validity of the application or any patent tssued thereon. 

. , ', A . ^ Edward L. TOBINICK, M.D. .. 

Full nam* of so « or ftrsi -invenifr ..4 Til^'"--^ t. '""^"rt Tnn n 

. ^ 1^-0 - _________ Date Decem b er 29 , 199 9 

^'^S s^^ Aaf^ la a> e-^^^.!^g£Ei!' ^ Q ^ ^ ^ ~ ^ ^ ^ti^nnship Orsiiied Stat:e.-j i . of... Rttter i c a 



Inventor's 
Residence 
Post Office Address 



100 UCLA Medical Plaz 



Suite 205 



Lo s An 



Full name of second joint 
Second Inventor's signature 

Residence 

Post Office Addfcss 



Sent 8v; EZRA SUTTON Ssq/OAVIO DflVIS Esq; 



Applicant or Patentee: Kdwara L. TOB IMICK , M . a . Attorney's 

Serial or Patent No.: Docket ko.t 

Piled or Issued; _ . 

Title: TWP ttjMIii-ETQRS FOR- YHS TRBATMEMT QF KEORO LOcj CAL , 

RETINAI. AND MUSCULRB DISORDERS ' 

VERtriEO STATEMENT (DECLRRATIOS) CLAIHIMO SHftlA, EHTITST 
STATUS {37 CPR 1.2<f) AND 1.27(b) - IHBEPKNDBKT IKVBNTOR 

As a below-named inventor, i hereby declare that I qualify as an independent 
inventor as defined in 37 CPR l.9(c} £or purposes of paying reduced fees tinder 
Section 41(a) and (b) o£ Title 35, Untied States Code, to the Patenir. and 
Trademark office with regard to the invention entitled ihbibitqrs po p. tk£ 

■ THEATMEHT OP NEtJRO LOG I CSL , RETIK;* 



MUSCULAR b:ti?0 BDERS 



[ 1 



described in; 

the specification filed herewith 

Application Serial No. 

fatent No. , is3ued__ 



I have not assigned, (jrant.ed, conveyed, or licensed and am under no otalitjafcion, 
under contract or law to assign, grant, convey, or license, any rights in the 
invention to any person who could not be classified as an independent inventor 
under 3? CFR i.9(c) if that person had made the invention, or to any concern 
which would not qualify as a small business concern under 37 CFR i.9<d) or a 
nonprofit organisation under 37 CFK 1.9je). 

Each person, concern, or organization to vfhich X have assigned, granted, 
conveyed, or licensed or am under an obligation under contract or law t-.o aasign, 
grant, convey, or license any rights in the invention is listed below: 

f X ] no such person, concern, or organization 

[ ] persons, concerns, or organizations listed below* 

*KOTE: Separate verified statements are required from each named person, 
concern, or ortjanization having rights to the invention averring 
to their status as small entities. (37 CFR 1,27) 



. »„— 


{ J INDIVIDUAL 


{ j SHALL BUSINESS CONCEKSf 


{ ] NONPROFIT ORGANIZATION 




( ] INDIVIDUAL 


3 SMALL BUSINESS CONCERN 


[ 3 NOSPBOFIT ORGANISATION 




[ ] INDIVIOUAt 


{ ] SMALL BUSINESS CONCERN 


[ j NONPROFIT ORGANIZATION 



X acknowledge the duty to file, in this application «^ f °^^5^^f ^! 

any change in status resulting in loss of entxtleiaent to sm«n entrty status 
prior to paying, or at the time of paying, the earliest J-.^^^^-JH ^^^^ 

maintenance fee due after the date on which status as a small entity iS no longer 
appropriate.- {3? CFR 1 .28(b) ) 

I hereby declare that all statements made herein of my own knowledge ^"^^ ^^^^ 
that all statements made on information and belief are beiJ-eved to bf true; and 
further that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or ^'"Pf ''^-'^f 
under Section 1001 o£ Title 18 of the United States Code, and that 9ucn w^lltui 
false statements may jeopardise the validity of the ^P^^V'^nVTs direct e5 
issuing thereon, or any patent to which this verified statement is oirected. 



HMm OF INVENTOR 



MAME OF INVENTOR 



Signature ^if^nv^tor SiiTiature of 'inventor Signature of Inventor 

Dece»b«r 29, 1999 



Date 



Date 



Date 



SERIAL NUMBER 


FIlfNG DATE 


CLASS 


GROUP ART UNIT 


ATTORNEV DOCKET NO, 


09/476,643 


12/31/99 






TOBINICK.a.O 









EDWARD L. TOBINICK, LOS ?SiNGELES, CA. 



**CONTlNUlKG DOMESTIC DATA******* 
THIS APPL^5 ik A CIP 



**3?1 {NAT'L STAGE) DATA 
VERIFISg 



** FOREIGN APPLICATIONS* 
VERIFlBiD, 





\ 
\ 

^IF REQUIRED, FORSIGM FILING L ICSNSS GRANTED 02/07>^00 ** SMALL ENTITY 



V^^^^flei^ and Acknowiciigotj 



> OMet aftfjr Aifowsnce 



EZRA SUTTON PA 
PLAZA 9 900 ROUTE 9 
WOOOBRIDGE NJ 07095 




TNT INHIBITORS FOR THE TREATMENT OF NEUROLOGICAL »S?*fJMr-^a 
DISORDERS 



FEES; Authority has been given in Paper 

f^o- . to charge/credit DEPOSIT ACCOUNT 

NO, for the foJIowing; 



J Ail Fees 

1.16 Fees {Filing) 

1.17 Fees {Processing Ext. of timej 
_J 1,18 Fees (issue) 

Other 

□ Credit 



900 ROUTE 3 

OCS., NEW JERSEY 07035 PATENTS 

TRADEMARKS 
COPTR.1CHT5 

Dfrcfciiib«?r 31, 1999 

<732> 634-3520 
CABLE: TRADEPAT 
FAX: (732) 634-35li 



EXPRESS MAIL 



Assistant Coitimissioner for Patents 
Washington, D.C. 20231 

File No-: TOBIHICK 3.Q-0O9 (CIP) 

Invencor(s); Edward l. tobinick 

Title: TIJFI INHIBITORS FOR THE TREATMENT OP NEUROLOGICAL, 

RETINAL AbJD MUSCULAR DISORDERS 

Assignee: None 
Dear Sir: 

Enclosed herewith are the following documents in the above- 
identified application for a Letters Patent of the United States: 

i Pages of Abstract ^ Verified Statement for Small Entity Status 

'2 Pages of Specification Declaration, Power of Attorney & Petition 

^2 Number of Claims Two ^2) return-addressed postcards 

Sheets of Drawings (PLEASE PROVIDE FILING DATE & SERIAL NUMBER) 

^Assignment for Recording (attached to copy of this letter) 

5Ji PETITION TO MAKE SPECIAL; LIST OF PRIOR ART CITED BY APPLICANT; ■> }->ii.X3R 

5 PRIOR ART PATENTS; FEE OF $130 

Check No. 3^Sj in the amount of ■ , calculated as follows: 

Basic Fee {**Large Business $760.00) (*Small Business $380,00) $ 380 

Additional Fees : 

Total number of claims '='9 

Total number of claims in excess of 20, '^'^ times (■**$18)(*$9) 711 
Number of independent claims 



Number of independent claims minus 3, _5 times ( **$?8 ) ( *$39 ) 

Assignment recording fee ($40) 

Multiple dependent claims {**§260) {*$130) 

PETITION TO MAKE SPECIAL 

TOTAL filing and assignment recording fees 



CONVENTION DATE for Appln. No.„ 

is claimed. 

Priority Document: Enclosed Will follow 

Respectfully submitted, 

ES/jrot AE2RA SUTTON, Reg No. 25,770 

Enclosures / \ 



TOBIMCK 3.0-009 (CIP) 



TNF INHIBITORS FOR THE TREATMENT OF 
NEUROLOGICAL, RETINAL AND MUSCULAR DISORDERS 



RELATED APPLICATION 

plicatidlr 




FIELD OF THE INVENTiON 
The present inventiun relates to tumor necrobis factor (INF) antagonists ot T\'F 
blockers for the iroatmenl of neurological disorders, irauma, injuries or comprcsijon; 
demyelinatmg neurological disorders, including multiple scleiosis; neurodegenerative 
diseases, including Alzheimer's disease; muscular disorder's; and disoiders of ibe optic nerve 
and letina (hereinafter "Neurologic and Related 1 Nh" Disorders"), Moie paitjculaii) , the 
FNF antagonists, TNF inhibitors or TNF blocker's, are used for the treatment, prevention oi 
amelioration of these "Neurologic and Related TNF Disorders" by modulating ihc action of 
TNF in the human body. The use c)f these TNF antagonists or TNF blockers results m the 
amelioration of these disordcis and diseases and leprcsonts a novel use for this class of drugs 
BACK(}ROl IND OF THE IN\T.NT1()N 
Neurological disorders due to demyelmanng disease fe.g. multiple sclerosis), immune 
disease, mtlammation, trauma, or compression, occur in different clinical forms depending 
upon the anatomic site and the cause and natural history of the physiological problem. For 
example, m Alzheimer's disease the brain undergoes a serious form of neurodcgencration 



oi 



Exhibit 7 Pages 53 -SijfroffllFS 09475643 077.pdf 



f-le: ///c :/ APPS/preexam/correspOfldence/ ! .htm 
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marlcOmce 



IF REQUIRED, FOREIGN FOANG LICENCE GRANllEft „^ . , j ^.^^^fV 
- O2/Q7/20OO \ ^MALUUNiui 

Foreigti Prion ry cMmed' ''^"^ ' Q y g j S^f ] " 




SERIAL NUMBER 

09/476,643 



V Fa! 



RULE 



CLASS 



FILING BATE 

12/31/1999 
RUhE 

EDV/ARD L. TOBINICK, L<TS^NGELES, CA 

CONTDVUl>iG DATA »**»*******^ 
."W^ cX^''^E3EaS3S^efe*eA=BeN is a CIP of 0!^(256,388 02/24/J999 ABN 

** FOREIGN APPLICATIONS • 



GROUP ART UNIT 

1614 



ATTORNEY 
DOCKET NO. 

TOBINICK.S.O 



EZRA SUTTON PA 
PLAZA 9 900 ROUTH 9 
WOODBRJDGE. NJ 07093 



STATE OR 


SHEETS 


TOTAL 


17^iDEPENDEN'I 


^COUNTRY 


DRAWING 


CLAIMS 


CLAIMS 


V' 




99 


g 



INF INHIBITORS FOR THE TREATMENT OF NEUROLOGICAL^ 



i DISORDER; 



FILING FEE 
RECErVEB 

510 



FEES: Authority has beeo giveo in Paper 

No. to charge/credjt DEPOSIT ACCOUNT 

for foHowing: 



□ All Fees 



□ 



1. 16 Fecs_( Filing ) 



P 1 . i7 Fees ( Processing Ext, of 
time ) 



□1^1.18 Fees ( Issue 



□ c\dt! 




2/25/00 2:29 PM 



LAW omcEs 

Ezra Sutton, p. a. 



PLAZA <?> 
S>00 ROUTE & 

CO a? 'DCS, Nrsv>!^ji:R„ 



(732) 634-3520 
CABLE: TP.ADEPAT 
FAX: <73a-; 634-351S 



Assistant Conaniss toner for Patents 
Washington, D,C. 20231 

File No.: Tf^SiUICK S.O-.-^Oii (ctP) 

Inventor { s j ; e avs a ^ d l - vcb i m i ck 

Title: T«F,XNHIB.TTOEt> fOR THE TKi^A.^HEKT Ot^ N FU ROLOGICAL, 

RL'IINAL AND MUSCULAR DiSOl'OERE 

Assignee: None 
v.Dear Sir: 

Enclosed herewith are the follov/irig documents in the above- 
ident^rred application for a Letters Patent of the United States: 

1 Pages of Abstract „Z™Verified statement for Small Entity Status 

-^1 Pages of Specification Declaration, Pov;er of Attorney & Petition 

^.H Number of Claims Two (2) return-addressed postcards 

y_ Sheets of Drawings {PLEASE PROVIDE FILING DATE & SERIAL NUMBER) 

^Assrgnment for Recording (attached to copv o^" this letter^ 

tetition 'iv y.:^Yv. special; list uf prior art cited by a- pl 

t> I4'<^I0E ART PATFMT3; Vmi L'F ?iiO 

Check Ko, 3 6Sj in the amount of ^-^-^-'^ 

Basic Fee (^-^^ Large Business $750.00) {*Sinail Business $380.00) 
Additional Fees: 

Total number of claims ...9 9 
Total nuiTiber of claims in excess of 20, 

NLimber of independent claims 

Number of independent claims ninus 3, 



PPLICAKT; 

calculated as follows: 



1„ tirr.es {*^$18){*S9) 
times { ^^$78) (*$39) 



Assignment recording fee ($40) 
Multiple dependent claims "{ -*$260 ) {*$130) 

PETITION TO MAKE SPBCIAI, 

TOTAL filing and assignment recording fees 



$1 , 2 86 ,^ 
130 



COHVEHTXON DATE 
is claimed. 



for 



„Appln. Ho. 



Priority Document: Enclosed will follow 

Respectfully submitted, 



Enclosures 
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AppliCntrjt or Patesnte* 
Serial or Patent. No. ; 
Fileti or Issued: 

Titiei _ 

KOER$ 

VERlriEO SIAXKMSMI (BSCL&KATIOS) CIAIMIKS SHALL ENHXX 
STATUS (37 CFR 1.2(f) ftND 1.2?(b> - IiriJEPE80EKT INVESTOR 

As a beiow-najned inventor, X hereby deciare that 1 qualxEy as an indepentient 
inventor <3S defined .m .37 CFR i.9{c) for pitrpoaes of paying reducsjd fees under 
Section 41(a) and (b) of Title 35, Untied States CodSj to the Patstit. and 



_de3Ctib8d in; 

; specification filed !i«rewith 



,a3ued__. 



I have not assigned, granted, conveyed, or iioweed anrf »vci utidor no abligation, 
under contract or lav; to etssaign, grarit, corivey, or iicenae, fsny rightis in the 
invention to any peraon who couid ffjt be clsssiri^d as sn itid^ipendeat inventor 
wder 37 crR 1.9(c) if that persofi had made the invention, or to any concern 
which would nwt ijuitiify as a ai!i3Xl business concern under ri CFR i.9(d) or a 
norif>rofit organisation wnder 37 CFR 1.9{e). 



igned, granted, 
ir law to assign, 
is listed below; 



Each person, concern, or organization to which I have 
conveyed, or iicetised or ata under an obligation under 
grant", convey, or, license any rights in the invent-i-o 

{ K 1 no such pen 
t J person 

*NOT£: Separ;ite verified stateRiants are required from each named parson, 
concern, or organiKation having rights to the invention averrj.ng 
to tj-ieir status as small entities. (37 CFR 1.27) 



ADDRESS 

{ } IKDIVIPIJAI. 


I 3 Smi,L BUSINESS COKCERN 










•(inr™iif?=;s — ■ 


{ ) .T.NOIVIDUAI. 


f J smLt Bv&im&& concmm 


; NONPROFIT ORGmiZk'UlOii 










{ ] INDIVIDUAL 


{ I SMALL BUSINESS CONCERH 


] mmmPTi' orgakisatxos 



T acknowladoe the duty to file, in this application or patent, notification of 
anv change in status resulting in loss of entxtieneiit to small entity status 
prior to paying, or at the time of paying, the earliest of the issue fee or any 
maintenance fee due after the date on which status as a aitiall entity is no ionger 
appropriate. (37 Cm 1.2S5{b)) 

X hereby declare t.h<it all statei«e.nt.s made herein of wy own kiiov.l^dqe are true and 
that all statementB made on information and belief are believed to he true; and 
.f>jr.tne.r thaf- ths?s*^ &tatej«ents were itsadc with the knowledge that v^illful false 
statewenta and the liKe &o made are punishaWe by fine or impr.lsonment, or both, 
u-nder Section 1001 of Title 18 of the United States Code, ancs th&t such wrli.ul 
false statefiients may -jeopardize the validity of the application, any patent 
issuing thereon, or any patent to which this verified statement is directed. 




titim OF INVEBTOS 



I OP INVENTOR 



Signature tif -Smv-^tor signature of Inventor" "signature of Inventor 



TOBiNICK 3.0-009 (CIP) 



TNF INEIBITORS FOR THE TREATMENT OF 
NEUROLOGICAL, EETINAL ANI) MUSCliLAR DISORDERS 

RELATED APPLICATION 

This is a ooatiniiation-in-part of Application Serial Mo. 09/256,388, filed on 

Febmary24, 1999. 

FIELD OF TH E INVBNTION 

rhc pTe.>eni uncntiou jclaTes to runioi necjosis facfoi (1 \f } amaytmists ot T\F 
biot^keio ioi the trcatmi.nt neiirobgKcil disoidcr^. tiauma. injuries oi comprcsMOi), 
tkm)t,hnuung nt-uiolugjcai disouleis, mciudiu^ nndupk slIciosj?. nci rodegenouun e 
djc^C'\^cs;, including Alrhcimt^i 's disevise, rtiUoOulai disouterN, arni diwidcf^ of iheopin-iu't e 
and Tctma (hereuiaftct "Kcuiologic and Related TNF DHOtders") vk^ie particuKti !> t.K 
I antagonists. TNF mhibuor? Oi 1 NF blockeis, are used foi the treatinen{, pjc\ .^nticn or 
amciu^ratKin ol'thoae "\eumiofiic and RcIaiedTNf Disorders" hi- mndidatujg the action of 
r\F ji! the huxnM hods . The use of theyc 1 \F antagonists or T\F biotkcH ivsiiiis m the 
^'nudiuiatton oi these disotdcrs and di^ed'^es andrcpresentsh a no\ cl u^e lor thi<; ciass of dnigs 
BACkGROuND OF IHF iNVIiVnON 

Nemologjcai di^^ui den due to Jenneiumting disease ^^e g mulUpic lei ctsjs). lumiune 
<.ii<^t.d^e jnllammatKtn tuasm;! or t.ompie^<?Ktn, occur m difforcmclmical ^orms depeiKiiuL' 
upon the anatomic ^Uf andtht- causv and natuidl snstoi} nf the phv!?!o]ogivd[ piobieni 1 ot 
example, in VUhennci's disease the brain undergoes a svnou.^ font) o+'ncinodegepoKUum 



Sent Sy: EZRA SUTtOfJ Esq/OAVID DAVIS Esq; 732 634 3511; 



.-21-00 3;21PM: 



MA>fUAL OF PATENT EXAMINING PROCEDURE 



OFFIC 



TERMikAL DlSCUUMER TO OSVtATE A OOUBU PAmHVHO 
REJECTION OVER A PRIOR PATgNT 



tnreApplIcatian of: 
Application Na. 

ear 



EDWARD L. TOBINICK 
09/476,643 
Decem^ber 31, 1999 

INF INHIBITORS FOR THE TREATMENT OF HEUR&UOGICAL 
RETINAL AND MUSCULAR DISORDERS 
Jh» owner, .EPmMQ..k,,..IS3SllNlCK. od,QD-..perc»m mtantat in th» imrtant app«ksattof> ftere&y 
tfisGtatmB, maxpt asprcA^M tMfow, tfia binninsi part of tm ttatutoiy t«nm of any patsntarsinttKi on mm IrtomO. 
appltcation. which wouid «xt«nd bayond m« mpimiion dAi^ ofthtt fuii «ttrtutory tamt dsKned in 3§ U.S.C. 1S« 

«uch period ttiatft and tftaprjorpalemawtMrnmoftly ewntm. ThUiaon»«m«ntrwm««hanyfMrtBttt8r»«t< 
<he instant app(i«st!»n and to Wfwfing wpon £h» gram««, tesuctaBaaioRaor aoalsfno. 

in maWn8t^» abwadlacJaimef. thocwmar does not dtaciafmiftstormtnal partof any patemtgrantad on 
tho Instant sppUcatton that would sxtandto the asptratien date oftho ruitstaitutorytann«adenn«d in3SU.S.C. 
iS4t<j is« and 173oftfteprtof patent, »»pr«»»n«y«ho«wt«dtoyanytefmma!d(«*aim«f. Jot^»•ve^^ 
8xptr«« for fsituns to p»y a maintananco feo, is hatd unsntensaa6t», found Invalid by a court of eompetant 
jurtsOicuen, is istBtutorify disdalmeef in »*to!e at tafmina^ dwclaimad undsr 37 CFR 1.321. hm all claJma 
canoailed by a f««<»mlnat!on cartiflcalo, ia reiswiad. or \» in any mann«f tarminatad priorto Wia aaplftitlen of 
\t» fttit »tatwtory term »» prwntly eftoflanad by any i»(wln»l disdafmer 

CheoK «itf>8f box 1 or Z balow. tf appropnate, 

. r— j For sutomissioftaon twhatf o< an otgantetton (•.g. . corponrtJon, partnanrftip, univaiwJty, gofwammont 
— sgency. etc), Iho urderatgnad is ampovrarod to «« on bahaif of tha eitjantoitlon. 

{ hBfeby dedare that ati atSatemanta mada harein of my own knowtedga amtma and that aaatatamante 
madoon Infomiation and belief are baiiaved to balrua; dftdmmtef thatthase«tts»amarrt»W9f«»T!«l8w*9ithe 
jtncrwfadgafliatwHiful falsa statamanta and the HIta so made *ra p^nia^abte by ffnaof lmpf(aonrn«nt orbottv 
UndarSaction 1001 ofTltia ia oftha United Statas Cede and thatsucfiwititUi false stetamentamdyjaopaitjl;^ 
thavaiidrty of tHo application or any patant isisuadtheeacn. 



2. it"i T>»s undoroJgned ia an attomev of rocord, 



July 20, 2000 




Typed or prfntad nama 



PCj Tenninat dJsclajmef fee under 37 CFR 1 ,2Q{d} indudad. 

Fw» PTQ/B8rtW m*y vim4 tor JTwWna 9ii» o*rt«o 
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By: EZRA SUTTON Esq/OAVID OAV^Ssq; 732 63^ 3511; Jiil>2^^ 3; 21PM; 

^•eCL A RATION FOR PATENT APPL^^B Docket No, IH^i^iii:!- , 

W m^*^' .... _ ^. - XTOTSTriP) 

. As a bcJoi- rtam«l ir»veBtor, {'hereby <lectare that; 



OFFICII!' 



A!> rcsidtftcs; post office adtlress sod cituetiihlp are is siaiwl beiow next to my tjatnc 
I bcit<vc l .hm th« onjinat. first anij siiltt invimor (if oniy oae name « listed bdon') or an originaf first and jomi inventor (if pJurat 

MUSCULAR DISOROESS 
(clwic on^TTiS attach hereto. 

: mt4 on , a, 

Appficatlon Sefiai JHo, — 

and *at smsiwted ott , tif appUcabfe), 

! het-sby itacc thai i ha«e nrvitwe^'and understand ihaconieins of the above icfcmifjed spcciflctttioR, iociudirtg thedaims. asamcsjtJed 
by any aimcfidmertt referred to above, 

t ackfiowtttiae the duty to disclose informaitotj which « tnacsrtsi to iJje txaminacion of this applicaiion tit accordasce ■•■^ith Tltic 37, 
Cocie of Fedcrai Rtfjulavioiis. |l.S«(a). 

i her«by claim foreign prioriiy betiefjtj under Title 35, United States C<3de, f 519 of any foreign appitcaiion{s) for patent or inventor's 
certiOcate fUted hvlov and have a£$o td«titified feciow axsy foreign appiication for patent or inventor'} certificate having * Filinj date 
before thac of the applicatiati on which priority h daimcd; 

Prior F«»rw?gTi' ApplicatJen(«> Priority Claimod 



tNatnbarJ 




{Day/Month/Year filed) 


Y« 


No 


{Numberj 




tDay/MaMh/y«»r Filed} 


Yes 


No 


(Number) 


(Cotiniry) 


(Day/Month/Year Fiied) 


Ycf 


No 



i hereby cjaim the bene/tj itndrr Tide 35, United States Code, jI20 of any United Staiea 8ppticstion(j> listed beiow and. itwofaf 
the subject, matter of tgcb of the claims of this application is t>o< disciosed in the prior United States sppiicaiion in the manner pro- 
vided by thit first paragraph of Titie 33, tinited States Code, 5 li 2, 1 acbnowiedge tKe duty to disclose mat«a*iai infortaation as tSefmed 
tn Titie 37;: Code of Fedwa! R^sulattops, |I.;fi{3> whkh occurred betwesft the nitflg date of the prior application and the tjationat 
Of PCT mternarioita! film -iif^ of this apptitjation; 

05/256,388 February 24. 1999 Abandoned 



U.S. 



(AppiisatiCkn Sirna) No.} {Filing Dats) {Status— patented; pc:idins. abandoned) 

n the Patent and 



Ezra SuCCoH;, J^«g- . 25 ,770 



AdctriMs ail teicphone calU to ^ 
Address at] correspondence to . 



\ hereby declare that aif staicments made herejt: of my own knowledge are true and that a!{ stanrments made on information and 
belief are beitevoJ lo be true: and further that rhcstr statements were made with the kno^*-tedge that «-iliful false statements atld the; 
tike so made are puttishabic by ftne or impriionment, or both, under Section iOOS of Title 18 of the United States Code and thai 
such *itiftjf raise statements m&y jeopardize the validity of the application or any patent issued thertnjn. 

Fun name of .sole or rT»,j^,..,^ Edwapd/S Tobinick , M.D. . . 

Inventor's Signature 

Residence los Anqeles, Ca^MforVT^ Cdzenship UnUed states of America 

p„^, atnJTZZZ IQO UClfi Med ical PlazaTluUe 205 . 

* ^ i ^ L bs " ;^nqe1 es, tahfornia g00g4-5503 ; - 

Full name .of second joim inventor, if any — " 

Second Inventor's sisnature Date ■ ^ ■— • 

Residence -■; . .. CStlisnshin ,.. — — 
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Sent By: EZRA SUTTON Esq/DAVID DAVIS Esq; 732 634 351 



3:20PM; 



EZAA SUTTON- 

JOSe?M SUTTON 

6if= cotivsat. 



TO: 



FAXNO._ 
FROM: 



EZRA SUTTON, p. A. FAX RECEiVeO 



90O Rotira 9 



GROUP 1600 



?A.rrNrr5 



<732) fi3-d-3Sao 
FAX: t732> 63*.3aii 



Officii 



FAX NO., 



PHOKE: 



l«732-634-3520 



TOTAL NUMBER 
OF PAGES: 




07/21/00 FRI 15; 19 {TX/SX NO 63341 



Sam? By: EZRA SUTTON Esq/DAVIO DWa^Esa: 732 634 3511; 




Jul-St^D 3:20PM; 



OFFicr 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
BY FAX AND MAIL 



In re patent application of: 
EDWARD L. TOBINICK 



Scria! Ho.: 09/476,643 

Filed; December 31, 1999 

For: TNF INHIBITORS FOR THE 

TREATMENT OF NEUROLOGICAjL , : 
RETINAL AMD MUSCULAR 
DISORDERS 



Assistant CommissioneT for Patents 
Washington, D.C. 20231 



Group Art Unit 1614 
Examiner William R. A. Jarvis 
July 20, 2000 



Sir: 



This is in response to the first Office Action, 
IN THE SPECIFICAI ION : 

rrr: ... „ Please amcnti the first scnttri^c of t he specific ation as follows: 



~ ~ This^is a continuation-in-part of Apphcation Serial 'Ho. miQS^-^m filed on '^j^'lS^. 
Fefema(y-24H-999, now aWdene^ra*^ " 



^r6;0t5755?. - - 



imawf campf thai this cosfiESPONUtNCt b 
eese OEPOsmo wm ths unitbj stscfts ?osial 

1S$!0MfflfQHft«£HTS 




$1' 
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KLl ViLi) \i'J'l \< \Ui>\ 

11 s ppi cjt >n 1-, I c t itu i! n I j t ! o ij 1 1 k t!u*} 

!U! noi Mil I\Vl^ iioN 

)!(, p Lv-ti! 1 N<,titi t al ti--, m tumr ili, c.m\ ! ic! 
{SNl) in u iisf, I SN} W.Uvti tu ik nun <! 

)t,udt>^vll ttHUjtlN Ullftn )IU t1) U )-{ CSS)K1 

I tnlitlin-ituv nt-l Juliv'^ -if ^ii*^ 'i' ^ i ilmin^ ullipk 
s(,ku m.UH kgL t,f ' (, tKLis<.s mi.hd)it, Vt'ht. 
ftner s disease; miiscHlar disjKkiSi: and di.stjniers oi ihe 
oflKftivt nd atii ! (i tM iif I ( \tiuoiiv»i- !uf lUhKvl 
1N( IHsufJus) pdHK lidth lUl. UU„H.()Ms 

INl nb ^.lol. 01 l^{ awrs r< i ^wd t< i tb^ t t t tni, 

IN} Di d^s (n ixhhttitU ai m o iNJ i ihi- 
iin 0 K«h Uu 1st. ul tiKs. ^nHRuniMsi !\} 

bluvkLf-. r^sid!-. [t) I n, ftR tti)<i )u(i oi tfR-.k d)s f t,E-. ifi 
dist. ist.s id tp tst )is 1 matl ust. t ( thi- ^hss li dnis, 

H\i K(.R(>L\!j Ot lilL l\VL\no\ 

roinui. i djsnidtls diit ( ik i U I im djst {i. <! 
} li ! I k sw!(,f >s s) 1 ) cm ni- d ^ -,1- i 1 itni 3 itmii tr turn t 
n to pit^Miin iH-Li I Idk tn ^ linit. d t >u is di xrii m.; 
ij| ut t lUit J t --Ik t)d UtL ^ ivi, ) ti n tn ili s}ur\ t 
tic pHsEi t^ti! nWci 1 If t.\ inplc n \J'ht-mt-t s 

i,><i>(.iio uiiJiiio^Mi (,! ! imt 5 ( i !t (. ! I iLsu d ^- 

nukrsi ilu H^t thit du\ k J 1.. u 1. jxi m K K Etwuli aiL 1 
ddnuitjt th t i ( ^i. V u ttu p iU ud tnt.vi.i<- 1 k 
and !b3t atrrent treatment o! the.se conddiott.s is 
uu^tnst (i.ion u!K } rtm in^ suit,tn u 1 < i d t tst < f 
ptti fttiv hi^i K \ !ni.b <i c tnnutct )-{k}t,i\ sm. 

llics* Hcui"(:!k.>t?ic8i ctiitatlKiiis inciudc scute spuial and 
trauma, .spina! etird compfe.s.sion. spina! cord hen3aionia. 
i..Rl .ttUM.n (tlust ost.> J.. iv.dU t iin tn. >u<.h - 
}u*!<>FkM.k iccukfttso sp II ^s) jtrce nipRss 
du 1 ! u ! n } o ) ..n d lu E tx I I lu I n itkd dist. t ji sm„ 
s(,tuit,f>iM mip t>i ttUDipuK fjp') i.<ii lu 

1 tttfdll i' k*. \ CjI d 1 L I i 1 ft C tfs 3 i CK \ L C 3 p (,s 
SR (3 l( tht (Ktk ti. Ut ot vh t It spK3 J ti id i.(>l ipj, -^^lyn 

ir t 3 L 1 (I U- IS USll 11 d «, ( 1 ftR} S IM,S I } IL spt t 

■it th ^ 1 ni p (istiti hiL fit uj h ni> t nt.t.r) 3 ton munt 
dsstist I i lUt, ntP uU"> s,sii,( A d dt,t vi,huit3ug d ">i.d">i.<- 
tbt 3 1*.! I. mi> I. 3df ji 3 Kn^ 3t. it pk si,!i.3 s 

Stit fddn^ssiKh i-tu f-mt th^t iit it tu it tiiin 
tint ^h tfTlt3 t tfKdftetlRl visBlpt Nu 3S tftd i, id mfts 
It p ititul ih ii'trdul Utnist tb(.\ <a 3JS(.dt.iixr 1 
i J dt>s \ t! tt> n,s-ni3 d 3 ^ t tt -xH^ rsk ij sdt 
elket-, .fixe li * ne\ j t used kl Oftli. !K lsi tc t ft^ 
thtii d\i.t^i dkt.t^ 1 sh -.ttinuK It mt^ pnttilh 
eilecttv-e or coti3pk'ielv tiseilecttve. 

lumu fttt30s3s }iut)f 0^f}! a mmctlh Kumm >. 

i(tuki I pji^s etiti i rok 3ft fht I hi-3ftiil>r( rtspusst 
lid I jifftin K liiu )W 1. l.nn.dK hi. tk ^ ^jt oj 
pjteiijsi f i ns3n.3'>Ani. pj iti li 131^ s kbk 3n! 
ttik^ hIkIi 3E;.,n..,jtt to ioni i n nkcuh ^unpkxts 
Ibcsc «)»-i()k.x:f.s tben t?md to rcccpiocs ttmtid im a vatietv 
id ttUs Bmdu 4 pri-dtJtts u nri\ it in ntinnnimv 



'7,077 BS 

2 

i.)kns ) aidft., Jek 1-,^ >! o her pj fti3-l IHM 

i.\kk Its itttiidiia itkkikt (il)<> 0 ^ I I! I 
release ol ftiairix ftieislj()protci33ases; and op reuithdMin of 
the eipfsstoft if etd tbttt } ditsufi 3 nkeitks ijtbef 
;ii3iphiving the totlanifnatorv and i»'inni3n; casre'tidc bv 
n ttn^ itul.xvt. ^ uuo o 1 1\ ts^idi tis^us i\{(^iui« 
vvtli tstihtishtd ts kt> (J tK p thtjjttvsis t diet nut i 
i litis, (R\) «d i r< hi , ni,L ^ 

SpttitK mhluUrso! !NS ufth r^etntl tomitrt IH 

J 3\ iJ bk tnit% p i\ik tie ptKst(»ll\ u! ihetl-veStie ttltef 
veniii:it3 ft3 I'M!' mtx'baltxf aiseases. !.jrai)iai3C ibefajxniuc: 
•»iJttt>^ b3> lit d\ !itt 1 di nut ^ I ittd \t th ntlivitii !i 3 
thifiteric atiii-lN(-' nii-aiuckmal ai3tiixxiv (iii.Ab). tn treatsiig 
( ohi s ni isi ud R \ udi-viht inuttpt j ft^tmb 
u mill- I If . ttntOM4ui,,tt « siliiWt IW tttpt.ns 
U3ed In tie }e t ^3ei >t i hi i 3 ttioku k 13 

teUnkR\ id W iinie ,\jth3i s U bt sptv K mi F^f 
Jii>eftt« are iitider devclootnefit. ifitiiidine U2b7 (a titttiiati 
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TOBIMICK 3.0-007 (CIP) 

TUMOR NECROSIS FACTOR AITTAGONISTS FOR 
T HE TREATMENT OF NEUROLOGICAL DISORDER g 

RELATED APPLICATION 

This is a continuation-in-part of Application Serial No. 

09/956,388, filed on February 24, 1999. 

FIELD OF THE IHVEHTION 

The present invention relates to tumor necrosis factor (TNF) 

antagonists or TNF blockers for the treatment of neurological 

disorders, trauma, injuries or compression; or deniyelinating 

neurological disorders, inclading multiple sclerosis. More 

particularly, the TNF antagonists or TNF blockers, with or without 

the concurrent administration of methotrexate or Lef lunomide , are 

used in a new treatment of these disorders by inhibiting the action 

o£" TNF in the cells of the human body. The use of these TNF 

antagonists or TNF blockers with methotrexate or Leflunomide 

results in the amelioration of these neurological conditions. 

BACKGROUND OF THE IHVSNTION 

Neurological disorders due to demyelinat ing disease (e.g. 

multiple sclerosis), immune disease, inflammation, trauma, or 

compression, occur in diflerex;t clinical forma depending upon the 

anatomic site and the cause and natural history of the 

physiological problem. Common to all of these disorders is the 

fact that they cart cause permanent neurological damage, that damage 

can occur rapidly and be irreversible, and that current treatment 

of these conditions is unsatisfactory, often requiring surgery 
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«.ARAT!ON FOR PATENT APPMCaTION j 
iJsatj I 

My residence, pon office address and cUizcnship are as stated below next to iisy name. 

I btikvi } sm the originaS, first and sole mvcntor (if oniy one name is listed beiaw) or an original, first arid joiwt inventot (if piurai 
names are listed below) of the subject mailer whid) b claimed and fof which a patent is sought on ihc invention entitled 
lyhOR NECROS IS FACTOR AN TACONXSTS fOR T HE TREATMENT the spccificatiotJ of which 
OF NEUROLOGICAL DISORDERS 
(check onc)id2 is attached hereto. 

O was Tiled on „ as 

Application Serial No, 



and was amended < 



_ {if applieaijie). 



1 herehy state thai 1 have reviewed anrf undef stand the contents of the ahfive ideniiried specification, inctuditig the claims, as amended 
hy any amendmertt referred to above. 

I acknowledge the duty to dt.^ciosc information which is material lo the cxa.minat!on of this appiication in acrordance with Title 37, 
Code of Federal Regulations, §J.56^a). 

I hereby claim foreign priority benefits under Title 35, Uoited Staiej Code, 19 of any foreign appiication(s) for patent or inventor's 
certificate Si.tted below and have also identified below any foreign apphcatioti for patent or inventor's ccrtiftcatc having a Ohng date 
before that of the application on which priority is cJattned: 



Prior Fottign Applie3ttO!i(s) 



Priority Claimed 



(Day/Month/Yeaf Filed} 



{Number) 



(Country) 



(Day/Month/Year Filed) 
(Day/Montb/Year Filed) 



Ye,'; No 



1 hereby claim the benefit under Titie 35, United States Code, §120 of any United States app!ication(s) listed beltjw and, instifar as 
the subject matief of each of the claim;; of this application is not disciosed iti the prior United States application in the manner pro- 
vided by the first paragtaph of Title 35, United States Code, §112, ! acknowledge thcdtnty to disclose tnateria! iofotmatiot* as defined 
in Titie 37, Code of f-'ederat Regulations, §l.S6(a) which occurred between the filing date of the ptw applicatioti and the national 
ox PCT inicf national filing date of this apphcaiion: 



09/256,388 



24 F ebruary 1999 



pendi ng 



(App3ica'ti6h'3cna! NbT"* 



— {SiBttis~pfstniTcd,-TJCtitfins-rsbandorted) 



{ApphcatiotJ Serial No,) (filing Daw) (Status— patented, pending, abandoned) 

I hereby appoifii she following 3tiorney(5) and/or agcnt(s) to prosecute this application and to transact ali business in the Patent and 
Tiademark Office connected therewith: 

Ezra Sutton, Reg> No. 25,770 



Address al! telephone calls to . 

Address a!! correspondence to , ... 



at iclephortc no. 



.L732i.....6.34=:.S52.a.- 



. EZR A gU T TOM, F.A. 



Plaza 9. 9 00 Route 9 



..Jfeli^.hr.l.dg!e..> .NfeK,„J,ers.ft,y,„„Q20,^5.,„. 



3 hereby declare that ail ststemcnts made herein of my own knowledge are true and that all statetnents made on information and 
belief are believed to be itue; and i'uriher that these statements wete tnade with the knowledge that wiilfui false statenncms and the 
like so made are punishahte by fine or imprisonment, or both, under Section iOOl ot Title 18 of the United States Code and tj ' 
such wiitful false statements may jeopardize the validity of the application ot any patent issued ihercOn, 

e of sole or first 
inventor's signature .X 




Po*i Office Address 

e of .lecond iolm inventj 
Second Inventor's signai^ii 
Residence I-ns Ai^ gft-.Tc 



Post Office Address , 



' I OFTCLA Medical PI a. 



— Date .. 

rnia 9 n 0 2 4 - ^ ^ Citizenship 5-' j ^ « 1 _t_a te s ^ o t America 
Suite 205 



1q5 j^tige.les , Cairfornia 90024-6903 



Applicant or Patentee;, 
Serial or Patent No. : 
Filed or Issued 



TgHOR KgC W5rS" TACTgK"XK'TA yOR THE 

'■ TREAIKEST OF FfElJROLOGICAL DISORDERS 

VgRIFIED STATEMENT (OKCUlRAOMOM) CLAIMING SMALL EHTITY 
STATUS (37 CPR i.2{f) ANB 1.27(b) -. INDEPENDENT INVENTOR 

A3 a below^nattittd inventor, I hereby declare that I qualify as &n independent 
inventor, as defined in 37 CPR 1.9(C) for purposes of paying reduced fees under 
Section . 41 <a) and <b) of Title 3i, Untied States Code, to the Patent and 

Trademark office with regard to the invention entitled ,_IH^1^15__d£££££iJ — 

,f ACTOR AiiYAGQSlSTS FOR ItiK TKIjATHCtvI OF CiEVRQLQG ICAL DISORDER S 

described in: 

[5t ] the specification filed harevs'ith 

[ J Application ferial No. , filed 

\ ] Patent No. - issued 

I iiawe not assigned, granted, conveyed, or licensed and am under no obligation, 
under contract or law. to assign, grant, convey, or license, any rights in the 
invention to any person who could not be claas.i.fled as an independent inventor 
under 37 CFR 1.9(c) if that person had made the invention, or to any concern 
which would not qualify as a small business concern under 37 CFR 1.9(d} or a 
nonprofit organization under 37 CFR l,!?(e). 



To e>i IC-K 
'001 i^if] 



Each parsor 
conveyed, or licensed 
grant, convey, or lic( 



or organization to which 1 have assigned, granted, 
>x am under an obligation under contract or law to assign, 
[ise any rights in the invention is listed below: 



{ xj no such person, concern, or organization 

{ ) persons, concerns, or organisations listed below* 

*hOTE: Separate verif.ied statements are required from each named person, 
concern, or organization having rights to the invention averring 
to their status as smaii entities, (37 CFR 3.27) 



i j INDIVIDUAL [ } SMALL BUSINESS CONCERN 



j NONPROFIT ORGANISATION 



] individual""" £ 3 S^1ALL BUSINESS ToNCBRN" { J NONPROFIT OKGANIZATION 



[ 1 INDIVIDUAL E 3 SMALL BUSINESS CONCERN { ) NONFFtOriT ORGANISATION 

I acicnowledge the duty to file, in this application or patent, notification of 
any change in status 'resulting in loss of entitlement to small entity status 
prior to paying, .or at the time of paying, the earliest of the issue fee or any 
•maintenance fee due after the date on which status as a small entity ia no longer 
appropriate. (37 CFR 1.28.{bn 

I hereby declare that all statements made herein of my own knowledge are true and 
that all .'Statements made on information and belief are believed to be true; and 
further that these statements were made w.i th the knowledge that willful false 
statements a«d the like so made are punishable by fine or imprisonment, or both, 
under Section 1001 of Title 18 of the United States Code, and that such willful 
false statements may jeopardize the validity of the application, any patent 
issuing thereon, or any patent to which this verified statement is directed. 



L. -tOB liiTCK 



NAME OF INVEi 



. Arthur .7avomf^ Tp-SIN I CK 
NAME OF INVSE^TOR"' I 



!E OF INVENTOR 
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IN THB UNITED SmTES PATENT AND TRADEMAJRK OFFICE 



In re patent' application of: 
DR. EDWARD TOBINICK, et ai 

Serial No. 

Piled: 

For: TUMOR NECROSIS FACTOR 
ANTAGONISTS FOR THE 
TREATMENT OF NEUROLOGXCAIi 
DISORDERS 



Group Art Unit 
Examiner 
March 23, 1999 



Assistant Commissioner for Patents ^ 
Washington, D.C 20231 

PETITION TO MAKE SPECIAL 
(MPEP Section 708,02) 

Sir: 

Applicant hereby files this Petition to imake special this 
application for purposes of examination and payment of the issue 
fee, on the grounds of a pre -examination search. Applicant also 
submits the petition fee. 

The application presents claims directed to a single 
invention. In case the Examiner believes that there is more than 
one invention, applicant hereby elects without traverse Claims 27 
to 47. 

SEilRCH AREAS 

A pre -examination sea^c^ was made of the records of the U.S. 
Patent Office by applicant's attorney, Ezra Sutton, The field of 
search included Class 424 ,isubclasses 8S.1, 133,1, 134.1, 143.1, 



^1 ^ 

144.1, 145.1, and 158,1; Class 435, Siibclasses 69.1, 69.7, 172.3, 
and 240.27; and Class 530, Subclasses 350, 351, 387.1, 387.3, 

388.2, 388.23, 388.4, 866, and 868. Also, a computer search was 
performed using the terms TNF and tumor necrosis factor. 

INVENTION SEARCHED 
A method for inhibiting the action of TNF for treating 
neurological conditions in a human by administering a TNF 
antagonist for reducing damage to neuronal tissue or for modulating 
the immune response affecting neuronal tissue of the human. The 
TMF antagonist administered is selected from the group consisting 
of etanercept and infliximab. The TNF antagonist is administered 
subcutaneousXy, intravenously, intrathecally , or intramuscularly. 

Methotrexate or Leflunomide may be administered concurrently 
with the TNF antagonist for demyelinating diseases and certain 
other neurological disorders. 

PATENTS SELECTED IN SEARCH 
U.S. Patent Kos.: 5,605,690 
5, 656,272 
5,795,967 

A copy of each patent is enclosed, 

DISCUSSION OP PATENTS 

U,S, Patent No. 5,605,690 discloses using TNF antagonists to 
suppress TNF - dependent inflammatory diseases, such as arthritis. 
However, this reference does not disclose 'treating the specific 
neurological disorders claimed in the present application. 
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U.S. Patent No. 5,656,272 discloses using TMF antagonists to 
treat Crohn's disease. However, this reference does not disclose 
treating the specific neurological disorders claimed in the present 
application. 

U.S. Patent No. 5,795,967 discloses using TNF antagonists to 
treat certain autoimmune diseases, such as arthritis, systemic 
lupus, and Crohn's disease. However, this reference does not 
disclose treating the specific neurological disorders claimed in 
the present application. 



None of the prior art patents disclose or teach the specific 
subject matter recited in independent Claims 1 or 27, or render 
them obvious. Accordingly, this Petition should be granted. 



COHCLUSION 



Respectfully submitted, 
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^RATION FOR PATENT APPLiCATlON Docket No. TOBINIC K 

_ 3.0-00 

As a below named inventor, 1 hereby dc€l3ff~ 

My residence, post office address and citizenship are as stated below next so my name. 

1 believe i am the ortgina!, first and sole invenior {if only one name is listed below) or at> original, first and joint inventor (if plural 



natnes ate listed beiow) of the subject matter which is claimed and for which a patent is sou.ght on the invention entitled 
TU MOR NECROSIS FACTOR ANTAG ONISTS FOR TH E TREATMENT the specification of which 

OF NEUROLOGICAL DISORDERS 
(check one) ® is attached hereto. 

□ was ftied on „ as 

Application Serial No. — 

and was amended on „ fif applicable). 

i heteby state that J have reviewed and uriderstatid the contents of the above identified specification, including the claim.s, as amended 
by any timendtnent referred to above. 

I acknowledge the duty to di.sclose information which is material to the examination of this application in accordance with Title 37, 
Code of Federal Regulations. §l.S6(a). 

I hereby claim foreign priority benefits under Title 35, United .States Code, §5 J9 of any foreign apphcatioti(s) for patent or inventor's 
certificate listed below and have also identified below any foreign application for patent or inventor's certificate having a fiiirtg date 
before that of the application on which priority is claimed; 

Prior Foreign Applica!ioti{s) Priority Ciatraed 



(Number) 


(Country) 


(Day/Month/Year Filed) 


Yes No 


{Nijmber) 


(Country) 


(Day/ Nfonifi/ Year Filed) 


Yes No 



(Number) (Country) (Day/Monih/Year Filed) Yes No 

lEihereby claim the benefit under Title 35, United States t^odc, gJ20 of any United States application(s) listed beiow and, insofar as 
itlie subject matter of each of the claims of this application is not disclosed in the prior United States appHcation in the manner prts- 
MHied by the first paragraph of Title 35, United States Code, §112,1 acknowledge the duty to disclose material information as defined 
'it] Title 37, Code of Federal Regulations, gl.S6(a) which occtrrred between the filing date of the prior application and the national 
i<if PCT international filing date of this application: 

TApplication Serial No.) (Filing Date) (Status—patented, pending, abando.ned) 



'jApplicaiion Serial No.) (Filing Date) (Status—patented, pendmg, abandoned) 

fihereby appoint the following attort!ey(s) and/or agent(s) to prosecute this application and to iratisaa ail business in the Patent and 
_^ademark Office connected therewith: 

S Ezr a Sutt on, Re g. N o. 25,770 ^ 

Address all telephone calls To at telephone no. . .^ID t2jZ&3A=352Di 

Address all correspondence to ..... 

EZR A SU TTON, P. A. 



Pla za 9, 900 Route 9 



....Vs'-C>Mb.rldge , N fijj.-J.e..r.s.e.y.— 020.9.5.- 



1 hereby declare that all statements made herein of my own knowledge are trtjc and that all statertjents made on information and 
belief are believed to be true; and further that these statements were made with the knowled.ge that willful f3.lse statements and the 
like so made ate punishable by fine or imprisonment, or both, under Sectitm UlOl of Title 18 of the United States Code and that 
such willful false statements may jeopardize the validity of the application or any patent issued thereon. 



Full name of sole or firMAmtmorAjL^^ TQBINICK . .--^ 

inventor's signature ^C^^^^T Day ■^.X^frlibr:^^^^^ . 

Residence Los Ailqeles, CaliTfbrnia.. „SLiIQ2-A^^tlienship iiai,f.eri S.fcaJ::as-0.^^e.rica 

Po.st Office Address M ^ UCIjA Me dica 1 Pi aza , Suite 205 

"3:'.oil.M3Lei.e£^_.C.a.ii.£axi^^ ^ 

Full name of second jomt inveatOHifjjny ^^.y^^A^.^::^..±i3l^]C^. 

Second Inventor's signature L^Mol^j^^jjgrr:^:*^--^-^!^^ ^^^^ ....fe-.^ 



Residence /.r>5 A^CtLj.-^^ (TAuM^t A 9Qjyf-0i&3 Citizenship 

Post Office Address ._.iCi3.....Ua./l.J^5iSi£dl=.-&A^.^-S^. 



1 inifnmaEiofi snd Mjoiturt for f) 



Applicant or Patentee; Or- Sdwarci L. TOBINICK ^ A^'^Km^ J f'- Attorney's 

Serial or Patent No,: Docket No.; 

Filed or issued; tobihick 3.0-00 7 

Title: T UMOR blEC R O H XS FACTOR A^^?T^^g O tj,^, S T S F OR T HE 

TREATMEt^T OF NEUROLOGICAL DISORDERS 
VERIFIED SXATEMSST (OECLARATIOH) CLAIMING SMALL ENTIT? 
STATUS (37 CFR 1.2(f) ANO 1.27(b) ~. IKOEPENDENT INVESTOR 

As a below-named inventor, I hereby declare that I qualify as an independent 
inventor as defined in 37 CFR 1.9(c) for purposes of paying reduced fees under 
Section 41(a)' and (b) of Title 35, Untied States Code, to the Patent and 

Trademark office with regard to the invention entitled TUMOR HSCROSIS 

FACTOR ANT AG ON X .STS FOR TH E TREATiMEKT OF NEUROLOGIC?VL DISORDERS 



„described in: 



J ^ ) the specification filed herewith 
Application Serial No. 



( j Patent No. , issued„ 



I have not assigned, granted, conveyed, or licensed and am under no obligation, 
under contract or law to assign, grant, convey, or license, any rights in the 
invention to any person who could not be classified as an independent inventor 
Uijder 37 CFR l,9{c) if that person had made the invention, or to any concern 
wpich would not qualify as a small business concern under 37 CFR i,9(d) or a 
nonprofit organization under 37 CFR 1.9(e). 

Each person, concern, or organisation to which I have assigned, granted, 
ddnveyed, or licensed or am under an obligation under contract or law to assign, 
g:sant, convey, or license any rights in the Invention is listed below: 

, f>^ ] no such person, concern, or organization 

f^: ( ] persons, concerns, or organizations listed below* 

~'i *KOTE: Separate verified statements are required from each named person, 
concern, or organization having rights to the invention averring 
II to their status as small entities. (37 CFR 1,27) 



I ] l^f02VIDUAl. i ] SMALL BUSINESS CONCERN [ ) NONPROFIT ORGANIZATION 



i ] INDIVIDUAL [ J SMALL BUSINESS CONCERN f ] NONPROFIT ORGANIZATION 

FULL NAME : ■ 

ADDRESS 

[ ) INDIVIDUAL [ ] SHALL BUSINESS CONCERN ( ] NONPROFIT ORGANIZATION 

I acknowledge the duty to file, in this application or patent, notification of 
any change in status resulting in loss of entitlement to small entity status 
prior to paying, or at the time of paying, the earliest of the issue fee or any 
maintenance fee due after the date on which status as a small entity is no longer 
appropriate. (37 CFR 1.2S(b)) 

X hereby declare that all statements made herein of my own knowledge are true and 
that all statements made on information and belief are believed to be true; and 
further that these statements were made with the knowledge that willful false 
statements and the like so tnade are punishable by fine or imprisonment, or both, 
under Section 1001 of Title 18 of the United States Code, and that such willful 
false statements may jeopardize the validity of the application, any patent 
issuing thereon, or any patent to which this veriiitid statement is directed. 



Dr. Edwar d L. T OBIHICK /^jlrr^idZ JiS'^ncK 
NAME OF INVENTOR " NAME OF INVENTOR NAME OF INVENTOR 

(ikLj^ik. 

'^ignatur'fe of Inventor Signatxfire of Inventor Signature of Inventor 
Bate ' Date Date , 



SERfAL NUMBER 


FILING DATE 


CLASS 


GROUP ART UNIT 


ATTORNEY DOCKET NO. 


09/256,388 


02/24/99 


514 


1614 


3.0-OQ? 



S EDWAM) L. TOBINICK, LOS ANGELES, C&. 



**comimim domestic data********************* 

VERIFIED 



*»37i (NAT'L STAGE ) DATA****** ****** ********* 

VERIFIED 



* * FORB IGN APPLI CAT IONS************ 
VERIFIED 



IF REQUIRED, FOREIGN FILING LICENSE GRANTED 03/15/99 ** SMALL ENTITSf ** 



For&iart Priori ty ciaimed Oy^s Ono 

35 use 1 1 9 (a-d> conditions met Qyos pno UM^t after Aiiows nee 


STATE OR 
COUNTRY 


SHEETS 
DRAWfNG 


TOTAL 
CLAfMS 


iNOEPENDENT 
ClAiMS 


Verified and Acknowledaed 


CA 


0 


24 


1 



EZRA SUTTON 
^ PLAZA 9 ROUTE 9 
g WOODBRIDGE NJ 07095 



TUMOR NECROSIS FACTORS ANTAGONISTS FOR THE TREATMENT OF NEUROLOGICAL 
«i DISORDERS 



FEES: Authority has been given in Paper 

No, to charge/credit DEPOSIT ACCOUNT 

NO. for the fotiowtng; 



All Fees 

1.16 Fees (Fifing) 

1.17 Fees {Processing Ext. of time} 
1.13 Fees (issue) 
Other _ 

□ Credit 



Exhibit 14„Pages4 S- 47 f r oftiPl ielJi story„09 - 2 56 S8 8 .pdf 
DECLARATiON FOR. PATENT APPi SCATJON 
;iit,Oi, I hereby dcciare that: 



Doc^e. No. ..TOBINICK 

3.0-007 



My residence, pc5st office address and c 



■ as. s!ate<i hdo\ 



0 my c 



I beiieve I am ihc original, first an<3 sole inventor (if only one fiame is listed beiow) or an original, first and joint inventor (if plural 
iiatnes ;ire iisied beiow^ of the subject matter which h claimed md tot which a patent is sotighi oi^ the invention enti'ied 

._..TUMOR...JiECROSI the. specification of winch 

OF NEUROLOGICAL DISORDERS 
(check one) ® is attached hereto. 

i"} was flietJ on ™_„ — — — as 

.4pplic; 



(if appSicatile). 

1 hereby state that i iiave rt-viewt,j and uncierstantJ the coiiients of the above identified specification, including )he ciaims, as amended 
by any atnendment referred to above. 

I acknowkdi^e the duty to disctosc infortnation which is maieria! to the exartiinatioti of this appiication iti aa:c)riia!jce with Title 37, 
Code of Federal Regolations, §{.56(a>. 

{ hereby ciaim foreign priotjiy ijenefits under Title 5f, United Sunes Code, §1 19 of any foreign appiicaiion(s) for paten! or inventor's 
certificate listed below atjd have also identified below any foreign appiieation for patent or itivetnor's cettificate having a filing date 
before ihat of -hd appiieation on \vh.ich priority k ciairtied.- 



Prior Foreign .^ppiicationf.sj 



Priority Claimed 



(Day/Month.-'Yeat Filed) 



(Number) 



CCouniry! 



(Day/Month/ Year Filed.) 
{Day/Morith/Year Filed) 



It.hereby claim the benefit under Title 35. United Stales Code, §120 of any United States application(s) listed below and, itisofsr as 
ttte ';tib}cct matter ol each of tht daim<; ot th)s application n not disclosed m the prior Utiited States applicattott in the manner pro- 
;«ded by the first paragraph of Title 35, United States Code, §112, 1 acknowledge the duty to disclose material information as defined 
iti Title 37, Code of Federal Regtslations, §i. 56(a) which occurred between the tiling date of the prior application and the national 
j^r PCX ititertjaiional filing date of this application: 



(Status—patented, pending, abandoned) 



/J jjereby appoint the following, attorne>(s) and/or agem(s) lo prosecute this application atid to 
Trademark Office connected therewith: 

Ezra SuLt.on, Reg. No. 25,770 



patettted. petiding, abandoned) 
bustne^s in the Patent and 



:.,§dd.ress all telephone calls to ._ 
Address all correspondence to 



L732x:...6,34;:r:35.2£L.... 



.. ££R/\ SUTTON, 
Plaza 9, 900....R_Q.uj:..e.....3.... 



....'W.o.Q.d.bxi.dge^,„iJaM_J.e.r.s.e.y....X).7..Q.9.5.... 



1 hereby declare thai all statement!; ttjade hetein of my own knowledge ate irue and tiiat all .statetnents made oti information and 
belief are believed to be true; and further that these statements were made with the knowledge that wiliful false .siaiernents and the 
like to tnade are ptmishable by line or imprisonment, or both under *-tctioi! iOOl of Title !8 of the United States Code and that 
such willful false statements may jeopardi:-!e the vahdity of the application or any patent issued thereon. 



ingeles, ^Cali.f 



Dr . Edwarr:! L. T03INICK 



Full name of sole o 
Inventor's signature 

Rcsi(knce Lo s Ai< q e le s , "'C a. 1 i.' f b r ni.a 9..Q.Q.2J.r_^.-tMtiienship 

Post Office .Addres.': _J:A9.....^.}!^M^Jf:^.§J:£^.-S--l^-^^^^^^^ Sui te....2.0..5 



Date . 



oi;..../utie.rica 



Ik^slAn^e,! gyi^__.Ca 1 i fo rm' Q Q n ? 4 - G 9 0 ? 



Pull name of second joint inveojoK if 
Second inventor's sigttatijre L^^U-. 
Residence ..U-i;.:>..^^y^^^:^<-..C6± 
Post Office Address ll^L 



. Dale ....b^k?J..^:r;^.::rr..... 



Ji^..lc^a±l^^.le.l citizenship JlSe^.. 



LAW OFF!CE5 

Ezra Sutton, P. A. 



\40^^4^A 5UTTON* 



WOODSRiDGE. NEW JERSEY 070SS 

February 24, 1999 
BY EXPRESS MAIL 



CABLE: TRADEPAT 
FAX: (732) 634-3511 



Assistant Commissioner for Patents 
Washington, D,C. 20231 



File No. : 
Inventor ( s ) : 
Title: . 



TOBINICK 3-0-007 

Dr. Edv;ard L. Tobinick 

TUMOR l^ECROSIS FACTORS ANTAGOfJISTS FOR 
THE TREATMENT OF NEUROLOGICAL DISORDERS 

None 



UDear Sin 

fy 

ill Enclosed herewith are the following documents in the above- 
C^identified application fox" a Letters Patent of the United States: 



__Pages of Abstract 



^Verified Statement for Small Entity Status 



0^ Pages of Specification Declaration ^ Power of Attorney & Petition 
^24 Numbe-Rof Claims Two (2) return-addressed postcards 

Sheets /of Drawings (PLEASE PROVIDE FILING DATE & SERIAL NUMBER) 

■ Jf- Assignment for Recording (attached to copy of this letter) 



=^heck No. 



in the amount of $416 . 00 



calculated as foiloiv's: 



^iBasic Fee (**Large Business $760.00) (*Sraall Business $380.00) $.3.a o... .O.O 
Additional Fees: 

Total number of clairas 24 

Total number of claims in excess of 20, i times (**$i8){*$9) 3 s . 0 0 

Number of independent claims i 

Kumber of independent claims minus 3, -- times ( **$78) ( *$39 ) __j=-s___„ 

Assignment recording fee ($40) 

Multiple dependent claims (**$2 60) (*$130) 



TOTAL filing and assignment recording fees 



CONVENTION DATE 

is claimed. 

Priority Document: 



EE/ jEtt 
Enclosures 




_ for Appin. No. 

Enclosed Will follow 

pectfULlly submitted. 



EZRA SUTTON, Reg No. 25,770 



• TOBINICK 3 .0-007 



TUMOR NECROSIS FACTOR ANTAGONISTS FOR 
THE TREATMENT OF NEUROLOGICAL DISORDERS 

FIELD OF THE IHVEMTIOM 

The present invention relates to tumor necrosis factor {TNF) 
antagonists or TNF blockers for the treatment of neurological 
disorders, trauma, injuries or compression; or autoimmune 
neurological disorders. More particularly, the TNF antagonists or 
TNF blockers are used in a nev; treatment of these disorders by 
inhibiting the action of TNF in the cells of the human body. The 
use of these TNF antagonists or TNF blockers results in the 
amelioration of these neurological conditions, 
BACKGROUND OF T HE INVENTION 

Neurological disorders due to demyelinating disease, immune 
disease, inflammation, trauma, or compressjion, occur in different 
clinical forms depending upon the anatomic site and the cause and 
natural history of the physiological problem. Common to all of 
these disorders is the fact that they can cause permanent 
neurological damage, that damage can occur rapidly and be 
irreversible, and that current treatment of these conditions is 
unsatisfactory, often requiring surgery and/or the use of 
pharmacologic agents, which are often not completely successful. 

These neurological conditions include acute spinal cord 
trauma, spinal coz^d compression, spinal cord hematoma, cord 
contusion {these cases are usually traumatic, such as motorcycle 
accidents or sports injuries) ; nerve compression, the most common 
condition being a herniated disc causing sciatic nerve compression, 



UNITED STAiatoEPARTMENT OF COMMERCE 
Patent and Tra^nark Office 

Addtess: COMMtSSiONER OF PATEhfTS AND 1RRA0£M>WKS 
Washington, D,C. 20231 



I APPLiCATlONNO. j RUNG DATE j 

nwr:^F7ir8i:5 02/24/99 



[ ATTORNEY OOCi^ NO, { 



First named inventor 



r 



HM .12/ 0927 



EZRA SUTTQM 
PLAZA 9 ROUTE 9 
I'JOODBR I E>!3E N J 0 Ci 95 



PfiPm NUMBER 



1614 
DATE MAJiEO: 



pjease find beiow and/or attached an Office communication concerning this appilcation or 
proceeding, 

Comm($s!oner of Patents and TVadentailfs 



1- Fife Copy 



Notice of Abandonment 



Application No. 
09/256,388 



Wiflianr* R, A. Jarvis 



Group Art Uiii 
1614 



This appiicatton is abandoned in view of: 

□ applicant's faiiure to timefy fite a proper response to the Office ietter mailed on _ 
O A response {with a Certificate of Maiting or Transmission of _ 



_j was received on 



, which is after the expiration of the period for response (including a total extension of time of 
_ month(s)} which expired on . 

, but ft does not constitute a proper response to the finai 



O A proposed response was received on 

rejectiori. 

{A proper response to a finai rejection consists only of; a tittiely filed arriendment which places the application in 
condition for alSowance; a Notice of Appea!; or the fiiing of a continuing appiicatton under 37 CFR 1 ,62 {FWC}). 

□ No response has been received, 

□ applicant's fsiiure to timely pay the required issue fee within the statutory period of three months from the mailing date 
of the Notice of Aliowance. 

was received on , 



□ The issue fee {with a Certificate of Mailing or Transmission of 

□ The submitted issue fee of $ is insufficient. The issue fee fecjuired by 37 CFR 1 .18 i$ 

□ The issue fee has not been received. 

■□ applicant's faiiure to timety fiie new formal drawings as required in the Notice of Aliowahitity, 

n Proposed new forma! drawings {with a Certificate of Mailing or Transmission of 

received on . 



□ The proposed new forma! drawings filed 

□ No proposed new formal drawings have been received. 



_ are not acceptable. 



□ the express abandonment under 37 CFR 1 ,62(g} in favor of the FWC application filed on _ 



^ the ietter of express abandonment which is signed by the attorney or agent of record, the assignee of the entire 
interest, or all of the applicants. 

□ the ietter of express abandonment which is signed by an attorney or agent {acting in a representative capacity under 
37 CFR 1.34{8}) upon the filing of a continuing application. 



□ the decision by the Board of Patent Appeais and interferences rendered on 

for seeking court review of the decision has expired and there are no allowed ciatms. 

G the r6ason{s) beiow: 



Notice of Abandonment 



_^ and because the period 




PR! MARY EXAMiNEf? 
ART UNJT 1614 



Part of Paper No. 



Sent By: EZRA SUTTON Esq/DAVID DAVIS Esqj 732 634 3511; Sep-t6-99 3:S9PM; 



LAW OFFICES 



EZRA Sutton. P. A. 



ftAZA 9 

»00 KOUTB B 

EZRA 5UTTOX" WOO&fiAlDG£. NEW JERSEY OJ-OSS PATESJTS 

COUsssi. / ^ TRADEMA8.«Ji 

S<.OseRT A. en.E£N 
DAVID L. &AVJS 

jcFFaeY 1. KAPLAN Date _ 



/ f ■ """""""" Ca,BL6- tradepat 



fHOUBs 1-732-634-3520 



TOTAL HOMaEH 
OF PAGBS: 



Exhibit iS__MPES'14Sl -OB.pdf 
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1 48 L03 C orrection of 35 I .S.C .119 and 
35 1 .S.C. 120 Benefits fR--?} 

i ( ORRKC TlO\ lO PI Kl hCI (I 

H)R 3^1 SC. U) id) VND (f) BfAf.- 
FITS 

Sli. MPfP ^ K> tot a dfstiis^ion ot vlun 
t S C ! J'-J (. Hd) .md {1} fxiKttU van p<.jfi,a<.d 

In Ct!UtK.jti. lit 1.0!tl.(.tlOIl 

II COHRff HON \i, H)3Sl S.C Hi) VM> 

i for AppVuanons } Ued '^^ -Befon'- \<ni-mbi-t 
29. 2(m(f 

loi appl^^.at!o^1^ tilcJ Ixioa \o\*„tiUxi 2^^ 
2f!()() !t !s tliw M.!s!on uf ^"^ CFR 1 uhicli ^\as m 
ttkcujs tit \o\i,mix} 2' 20(tu tiLtai5phi,s Hii, pti,- 



^!i}>(,n lAi ^ { tttii ij t tier 

twjttiotl ^ t „l)Ui jUt] 

111! 

\ mnnoi \<»to. 

h tcKku " , til u }.!jWttOU -ittX (. 

ided. 

it t iL jxtt kit 1 voni. ■>! t X ts. tii t! (. K 
I r C H i ^24 tt ( , li Ix ii>i ) ssva I 
ti U 1 2". i itk til i bvti „ ik 1 vd 

h tktll tsi.1 (.0 tspiiuki 1.1. <.J 
ib s 1 1 j ti 1^1 ij b I 1) cd sit I ibc 
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i*,k>\<, t utK ut t L nut ti t,d <.»,pvixb „ no tpu m t( j i! 
apptiL ti 1 >T L >-{ii. 34t 31, tdtoi t >tnl 3p{ 1 (. it3v.t ivMu nt 
t3t.n3)tcdx K of '>mi„!i,t !i >t Lt tns < t 3;!rn -i >£t< 1 p it 

L3tW3 t t 31ttl the til.3t llv.i < pill i la} L >-{il. 34( 31, l< 1 ti. W 

vKttd ivptt-iliott 11 koixidii,, t iti.n liiottt ! IV u itiott 
dt. „>ti (Inii, tbc I tilted St <.- oi \in,Ey,( <.-(t3p i ij ittttu) 

j(kd (li ipt \ M< 3 It piltJdll l(lidNL]i.M, t3t IHlxd 13 k3 

to itior >.tini.d r f v ! I1.1. tii ^t the titu ti viiiin 

p o ^ 0 li tppi t lit"! t 1 tltt 1 n Is pjin idvi. tlti- ItM 

piri>riphil USf I )ii idiiioii s.iihpiior ip{ k iti ni 

lit niitunitlKi 1} tpp KdE I n tttti kl. t< ilib^i Utii 
tv.i.t Alt 1.1. \Mth \ \ i.k H J a dtMU aEli the 1 lit vd SuIl, 
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§ t , 55(d) and include che tesic tiling fee set forth in § 1.16; or 

tiv) Eitttik-d to a fitttig tiate as set; forth m § ! .53(b) and 
Imve paid tlierein the processing and rctentioii fee set forth in 
§ ! .21crrwtQiin the time {jeriod se.l fbrih it) | 1 .5.^(0. 

f2) K-.xcept for a coatiauet} pro-secutica yppliajtioa tiled 
trader g ). 53(d), any miiipnjvisbna! appHcation cliiiniing tlie beji- 
efit of oae or more prior tiied txjjxiiKiiitg nonpnniaoiml appktti- 
liotis or iraeniittitinal appitcatio«« destgtiaiitig tite Ututed States of 
Amerba must coniain a rcteri'tice io etch such prior appltration, 
identiiying it by appltaition number (consisting of'fhe ;«rie.s code 
aiKi serial nttmber) or (irteniatiotial application tntmber aiid inter- 
natiooaJ illing dale and iudicatttig the iclatiouslnp o!~ the applica- 
tions. I'lties.s tlw rt;ftTau:e iwiuired by tins paragraph is mcltided 
in an a]>pltc;)tfon cteita d'ieei (g L7o). the .s{)eciticattoii iitiist con- 
iairt or be amended to coutatu such leftTertce m the tirsi senience 
following (my EiUe. The request for a coittmiijed prosecuEioii appli- 
cation tmdei § l.S.^td) is ilie sfKftific retereace reciuited by 
35 LIS.C, 120 to !he prior apphcatton, Ihe ideotifjcatioii of an 
application by applic^ition ntimlxT under this section is tire S})e- 
cific rci'erence required bv .15 U.S.C. 120 to eveiy application, 
assigned tl'tai application ournbcr Cross-refctences to other 
related applications may made when appropriate (see 
§ 1 . Wf ai). 

(.>) A noiipr(ivist<s)ial appltcaiKH) ottter than for a desigti 
patent may claim an invention disclosed in one or more pnor tiled 
copending provi.'iional applications, hi order tor a nonprovi.'iioniil 
application to claim llie teiefit ofoite orrnoie poor Irlet} cojjend- 
ing provisional applicatiojvj, each pnor previsicaial application 
must, name «.'> an iiivtjntor «!, kim one inventor namoil in the laiex 
filed notiprovtsiona! applicatioti and >iscl<ssettten.atttedinyc'ntof's 
rEiventioti clainicd in at least one ciaira of the later llitxl nonpiw-i- 
sionai iippiication in the manner provided by the iirst pinigniph of 
3.5 L'.S.C. 112. lit addition, each prior pinvrsional application 
must be enttiled to a filing date as set foith iri g 1.53tc .ha-vc any 
retpiired i-nglish-iangnaee translation filed tlttjrein within the time 
petiod set fottlt m § 1.52id)., atidhave|Mi)d ihtTem li'iC' basic filing 
t'e-e set iotth in § 1.16(k) withiti the time jxiriod set fotth iti 

(4) ..'Vny nonprovi.sional application ciairamg Ore twnetit 
of one or more prior .tiled copaiding provisional applications nntst 
contain a reference to each s^tch prior provisiotial applica.tion, 
ideiitifying it as a provisioniil application, and inclndiiig the provi- 
siotial apphcation number (consistitig of series code mid setial 
number). Unless the reference required by tJtis pitragniph is 
incloded m )n .ij<f)ln. Jiion ctit>i siicc! 1 "'ii, the *pi.i.iiiia!ton 
tiutst cotita.iti or be atijended to timtain such relbrcnce in the iirst 
sentence following any title. 



Uiidcr ccnarti coiiditions specified beios\: a CcrtitV 
ctnc of (.'orrcctiotj caij be used, with respect to 
35 U.S.C. ! 20 and 1. 5 <^J(e) priority, to correct; 



(A) the t'aibirc to tn;iiie vcfcrcucc to a ptiov 
copending apphcation pursmait to 37 CJ'K l.7K{^)(2) 
avid Ui}i4): or 

(B) an incorrect reference to a prior copending 
apphcatioti piirsiiajit to 37 C.TR 1 , 78(a)(2) ajid <cO{4) 

For ail sttitat!0)J.s ofher than where priority is ba-Sed 
upoti 3,5 U.S.C. 36,5(c), the coiidifioiss arc as foUovv,s. 

(A) for 35 U.S.C. priority-, a!! reqitrremeiifs 
,set forili in 37 CFR l.7!^{a)(J ) mttst Ivdvo becti met m 
the apphcatioti \shich becatne the patent to be cor- 
.fccted: 

(B) for 35 IfS.C, U'He) pnofit>, a!l reqtii remeiits 
.set tbrrh it) 37 CFR 1 .78(a)(.?) tnust have been met in 
the appiicatioti \shich. became the patent to be cor- 
rected; and 

(C> it nRt,st Ix' clear troin tlie record of the patetit 
atid the parctit a.pphcai)Of}{.'s') that prioftt> is appioptt- 
atc. Sec MPHP 20hl) foj rcquiicnjctUs under 
35 U.S.C. !i. 9(e) and 120 

Where 35 U. $.<.'. i20 atid 365{c> prion ty ba,sed oti 
an Internationa] application is to be asserted or cor- 
rected in a patcjrt via a (?ertifica:te of (.'oriectioo. die 
followitig conditiotis rtiust be sa.tisfied; 

(A) all requireojeots set fonh m 37 CFR 
i.78(a)(i) must have been tnet tn the application 
which becan^e dte patent to be corrected ; 

(B) it initst bti clear from the record of the patent 
atid the pajcot application(,s) diat prionts is appropri- 
ate (see MreP§ 2.(.ti li ):at)d 

(C) the patetitee nui.'st siibtnit with the teque.'st for 
the certificate copies of docunienfation phovviog dcs- 
igtiation of Slitter and any other infot tnatioti tieeded to 
make it clear frotii the record that the 35 V S.C 120 
priori t\- is appropriate. ,See ,MPl-P § 20i.i3(b) as to 
the requirements for 35 U S.C. 1.20 pnorits based oti 
ati ititcrtiattonal application. 

It all the above-stated conditiotis are satisfied, a 
('crtificatc of (\>rrection can be used to atncnd the 
pafetif fo make referetice to a pnor copending applica- 
tioti. or to correct an itjcorrect reterettce to tlie prior 
copending application. .Note In rv Sc/iuurx. 218 US.PQ 
443 (Coinnrf Pat. 19!<3) which siiggests that a Ccvtif- 
iciite of Correction is an appropriate retnedy for cor- 
fcctrtig, in a patent, refcfcvice to a prior coix^nduig 
application ..Mso, note //; n- Lambnch. 202 USPQ 
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' \l C^F PATFNT F\AM{\1NC. PROCFDi 'RE 



f^2() (Cooiui'i Pal !^>7(T.), cjUug hi rc 11 1> /aJcuL 
W rSPQ^Tl (Coiiini i Pat bH^) 

li of the cih>)\c-stakd comhtiotjs )6, not vitjs,- 
licd. ihc filmu of a rei&siif apphcatUHi <stc Ml HP 
^ !4{ti - !4t)0) would ix- appruprtak- to ptusttc the 
desired eojTeetiou ol the patent 

/J. For ipplki}fi(fn<i FUeii on or After Sovcmher 
29, 2fm} 

foi appiicatuHib filed on oi afttt Nos (.mix t 2^^. 
2000. the \er<;inn of ,^7 OR } "^X repiodueed beio^\ 
appUos (iiote that aniendiueiU^ to ->7 C PR i 7!v took 
etVeet on \<nanbet ?M >000, Deecmbet 2H >00], 
Mas ). 2('U3. hmi\M\ 2\. 2('U4. Septejiibcj 2L 2004. 
D>.cendKt 8. 20(4. * juK L :00^~\ atid November 
25. 20()5<), 

,1" ( '} ' ( '()'-Hj;y Vre c/ a.T/'e> '(/'.-jc <'we 

tott JtSiOTJimg t!o Hmici Sutos t.r ,\iiie ic, n .i\ dvitm , 1 
invention dt«ciosed in one oi more piioi-i iled eo|>aK't!i5£ DOiipro- 

liiiitet} States o:t Atiiertca. In order lor an aopitcatfon io chim me 
bcieiit t.r a vnt.tr- \!c>i ktipont.! i >nipio>Miinvd appl c.ition tir 

itenk iH'i). I jpp itt Ijoij jSiiiJims; the ' mtc>l St< ic-^ >ii \i 
iLi f.u.!i u -iili\l ( pphiMi o I mill ik i f .ii sn imetiiot .it ie,i-!t 
t< ic mc!tk>! !t,nial fi) the l,>tt;i-l)!eJ applfi,. lidi) < jJ >{Ls(,lnv; ) w 
i.aiiiCii in\cnto nneifun ctaimul n )t ticist wk- ctain o! !ht. 

.Ik!- iloi .i^p n.:(l)o!t 51 tic mat er pnnfdcd h\ t ic uM \ti,>- 
u.ipiuf t «!t ill b\ iiUiiiun c.id ptiui-lcd ,ip lutui 

i 1 \n micro. Uo lal -ipp ujt on cniit!e<l to a tlMic dale 
51 dttosdiJ « ti Vl \itti.le ] c d I cs u < tit „Mi o tfii ted 
Mates oi Ammta: or 

(i)) }-(tlit]ed to a irling date a« set ioitit m S 1 .S3f !>!or ^ 
1 ^^^di.md!w\e Wtlietvti tlieKistt. mn^. V<.-<'t oithm< 1 to 
witlnii liie iKEidencv o( llie scpbcattaa. 

1^2 iiu i \i.epi to I Lutiti jtieii } UHeLtjiio I .ipj iLttuj 
tiled itader i 1 S.^idl anv tionprovisiijnai applicuttoa or ititema- 
t oEt;(Kivptn.;(l!t<!t di„t.tt, .ttt g iJn„ I "titled State- > t A oic i.,>ck( it- 
iiVA Xhti btMietit ot oae i)r more pnor-iiied copendmis 
not ppnt- « na app!n,atK't ^ o) mtcitaueiiaU plicattotis ikMCoal- 
iits> t le rutted M. ie~- of \it et c.i t iti>l cotttcti 10 l*e . iiicttdud hi 
iinLtn, rotettiico tn etci ,)w.h p or-filed . pilt^atton tdeitiX- 
mn tt CSV itprsncation titMiilxx tccmsislitts oi li'te seties code ittKl 
scjij im itvji or jntcnijtiotui .tppbi-dtiun numtic attd ittlertu- 
tioiitfl iHitig date and Htdicat.riig the retattott.slwp 01 tlie .-mptica- 
tott^ e'rosvrett.'reni.<.,tootlte tt-ltled , pph>.vit .nt^ nav benf.t<le 
"wt3fii;i anpropnate t«ee <} 1 . 14 1. 

tit i I ins fetetetice must be stibifttitod drn'ttiH the pen- 
dtno oi !ht. .atii-tticdappbi. )fnn Itthctatci Ikxl appl c.iEton 
at jfp!Katt< n t'led tmdcj >fl 1 1 ha X t! js j detent. c nmst 
a)^v Ix. -tthiii tte>i \, tit 11 the Lttct ot tout ti v tit is. tto it titc acttul 



ttlittu date oi't! e Ivite -tt ed apptt^.itton 0 -txtft-tt mi tr-ntt tlte 
fst til, date o the . r-t'kd ap htalie ) t ti e iaiei-f led app ita- 
tut IS a iionpii. \ iMwwl ap itotun ttiu.il citeted t\t. iiiiteiwl 
-1aci« l!ot < ) tentalso!t,»t < ppsc.it 00 atler ce iplt.tote wttit 
■^s t S f ' ^"'1 tins n.tcrejn.e 1 tts! i so sit iiit!1i_d v\ 1 3 11 t ic 
iaicr ot ibttr rnonins Ixoni the daic oti wktcij tiie tiatttmai stage 
L.nttJ i.-ed t) idei i S 1 tie, ui t !li i t)^e 1 iter- tied ittler- 
tiat ooal appifi.. tioti os s \jee tne itit- It^^t tlx, fi itj; dale ol lite 
pttw Ikxl jppi c.iEton liCi-c line pured-* .ire mif exfcn^abie 
i M.cpt as pio\ ded ti 1 amgtvipli t u > uJ iitts sectto 1, tltv' tailutc 
to ttiiic^ sn|>iiii tlte tc uieiite letitwcii ii, >~ USi aui 
pviragrapll t oi'lltK itvti.Ht t, i.v>t vdt-red a watxer ,m\ 

hettet i uiiaet ^StlSC !2f> 521 0 ^f>Sfc t to .suth xoi-!iied 
apiitcattoi !! e tune per t ds n iht^ p aagjaph li ietdppl^ if ihc 
Jater-tned appltcittKsn ts: 

(.A) All apt)h€<itK«i ii)r « design tiittent; 

I li ( Alt appittattoir tied It idet i 1 H t t i i i .t 1 
teiore iSoveniter 29. 2i.)tK)- or 

ttt --X i otip m ttto ivii d >J ikviUoti wbtt 1 ei tete^t ihe 
nat ooal st.we atiei s^^ot ^ii,»sieL \% lih " f ! S t. i i~ o it < n ftttc!- 
natutat ) pination tlid Oiidii V SO tx-toie Ko\eitKr 
29, 2000. 

tii.ut! tiie iii!;er-!iled apniication is a iKmpTovtsioiiiil 
appiRattiin tlte reetctue letulted K tit v ^Uiautap! n U^t bf 
inciutiet} lit an ;ipplicaliOti data sheet s^s 1 .7i>i or ihe sjieciiicattOB 
jiitr^ii itai 1 oj be a netxled tt ^oi iati stit! rc eiente m tbe I j t 
serncficeiS! ioiJowing ttie titJe. 

tiv) The ra.Tt[e4it ior a continiitxl prosecit!:um anpl.ica- 
tioEi mtdcj s 5i(dt ij i e jpet.ilK leicEcnee exjuttcd ii\ 
^s i s i_(i to t ic pnoi-ttltti a 'phut ten il e ideiittf l iiien u 
,» ap^lsiitto i« ap Itt.Pe i itt mi'et side t its seet > it ts t te 
idcnttlKi fioiiel c\etA jppi C.iEton i-^-^itneii h.iE )pp!n.atiOii nom- 
ix- i ecessd \ ( t vi I ec lie re ctejite tccjUircxi t \ v-i I' S C 120 ie 
even- sucli appticaitoH as.sieiteii tbiit apoiication iitEntbec 

I li't re ieierctri.e let Utted b\ 1 N C ii'" att<l p>ir.t- 
craplt ta i<2 1 oi'tiijs jeetioti ij piesetiied abet ilie ut le jvi > d j>ro- 
vtded bv p<iragta.ph (« 1(2^11! o! this secuotu the ctaan under 
" I St. I_0 t21 e ^>Scilo t te be't e ti et a xsot-~ile.i 
I o| tiidtiic t onpun isionai ,apphi.>itioii 1. 1 i rtetTi>itit. « )1 appi c.tEton 
deuittiatmt. tite I mted States oi" Antet tea it a\ 1 c at^epted 1 lite 
re e cnee ident fsins liie p iei-f led ippi l itioi In .ipp le.ituttt 
Eiiunl ei t,n nte itatumal app leat oei iti mivj and itiieTiiat > ita iii- 
ing date was ■titinitenttonttllv tJetaved. A petition to accejst.an untn- 
tctttiott ilh del l^ ed Jat n nude ^ s I' S C 1 2ti 2 1 u ^fx-'t 1 1 1~< r 
tne tieneitt ot a j>rior-ti,tea applrctttiott kiusi. be iuxotnpatncd bv: 

t 't 1 he cteieii.-e re. n ied t>% ^ s i s J 20 a id j\n i- 
5! ap (a)(2i ei titi- ■s.'i.tioti le ti e 1 > r-tHed a piicatt> it iiilesj 
prevrotisiv siibiriitted: 

i 1 I1te-!itei< itesetionitt <; i 1, 1> and 

tiit i A statetnern titat ihe eittiie .Jetttv tKiweett tite date 
t le clttm wa due lutdet pvtr.iyrapli t a)i2 1 tt ! 0 ' tli -ei ttoti at d 
thi, d.ite tite eitt iti nys iled w.is it niitetittoiittl !he!>ict.loi it a\ 
leiptttv , .IdtEio lai itttotrtt.iEtiin nlteiv Eltete ts a ^nevlto 1 \%het ler 
ti?e delsY wss lEEiiiiteiitioiiai. 

1 4 1 .\ iionp tn isw tai .tj<f)bt. atu t tifiiet ihaii tor .t de^i^t 
patciii oj aii ti tcrnattenal ap lite ttion de? iwnatt ti c t " uicd 
SUtes oi me i».,j ita, eiani <ii itivent v ti •bs.elo-jcii itt one o 
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t)oti io chmi ihe beijettt oi otis or (tiore ptioi--iiied nrovisioo.-i) 
j'katiori tvi! TO-tilcii Tini-^ivin! j<I <.atior Ufst ii rat- 
as 10 ) IVC Ul c t OiJSl OIK fl)\i„!tk>! £k lUt^d It i} O LtlO -i cd c )- 

(. J loii HI J -3 siliwc 1 3C 3irae-j uni. jfo . i \ c i!i»->i lI mie-i tii i) 
ca^l out. <, ant <>? t c kitu -h cd a],>p}n.4iK>!) m t! c mao o pto- 
« the tst .i{'3 u "t-'l Sf' it_ h) iikithoji c.id 

jjoo!- ik>i pun sio j.iL p ' c It o t msL-1 K csititlctl Ui i ling d tic 
as st.t oitl n J 1 s^^^ 1 ,id !e t c In p t.t. to h i 
ii l.ioid) jBusl l>e paid mthm the toe ijemxi sd. tortb m 

) An 3,->ii unisiuiiii < pitiiuii o i ojifiuiiii 
a},>ji}n,4iK>t di.'-ti,nat ih<j Vu icd Suics Adkekj <, ant nti. t! c 
bci et t ot virt- nivirc p hiT-t Ik p <n is o la > p lie )t o is i ii-*! 

L(l Ul > K .1 t O dctl l> tnSlJ< 51 ,» tCtClL't to to iStth St 1.1) s o 

icd J nni-^ior j! >)jlic,atoi t.t.'iti!\np it H tic )v\isunal 
cippl i . mit nu 1 be 1 1. v>t v si mu sf rics udc a n 1 sci k 1 ttui tlvr ) 
f:u) 1 i)is relereucc mtisi !>e submuted durmg tlie pen- 
(. ci c\ ot fl s- Its-! hk-d ap Ml It o I ] t jc {< tc -ti t\ < i^'l (. mm is 
d!t<p' ^ It o I Ida tuidci S! !tlt< t))s t c ciKL' t ust 

so he , 1 m t cd wttl r tl e h ci vit tiHt i o litis Tvim 1 5C at uil 
tihtii' date Oi the later-tiled itDpbcatton or Htxtccti months tto:o) the 

luu d<tc 1 t the p i»->i ! kd putu.ii II J plti iliuii (i lie licr- 
'!cd ap ^ i(.< t on i, ) ivt p <n i^j.^ u ipp! tvt whKh c ituteJ tk- 
nattoiia] stai>e itont ait ititennatjotia] apiihcatiori atier coinpirante 
wt h I t tilt jtibcjKv t UHt al ( K' s ibnnt ed w tt lu 
the iaieioi tout tttotitlxs trtitn the tJateon winch tue tiaiKHjat staae 
1 i-ii imttKcd midc is St ) ,n if) in t! c Isier-tdtd it.. - 

.itiv tu J )il ».ijii>i 1 1 s \tcc 1 1 u i)t( > oit 1 (, il <. ale >i lie 
ptiui- tied pro^ itoik 1 ipifitiL liion 3cv ttj it, )>t.i ^Hi^ ,iro iiu) 
i^Mctldshk 1 Vti, f < ^ p . \ tdcd t l\l < < p U .1 i( M O iht^ ■.-t.-l t'l) 

itit- l.iiIuTC U !iit ct\ --iibm 1 1 ctCRiiwc IS tut detct. a \c iit 
,m% l>Lt cifund^'t S St 13*-'^i,it. sm j p! loi- fled so\tsfn)idl 
applicsitioji, i he. im\e [jcxtotis m this naraaraph do itot itpniv i! the 
later- tlkd applicauoti is: 

l\)M ap> tJtoi tdc.1 uitdct t M 1 t^t) 
Kitorc iNovcmheT 29. 2i.«.j(>. or 

th AtK npjo\t iona! ippn,aton ".h <.h cnteied iht 
nattoti. ] stai,o jitet oo(t) >[),j itL wttl --i ' M. ""l )0)n i)\ )\tLt 
n.iiiott. 1 < pphktitj.^ f t k'd I J dt-r 1^ t ' S C "it'T hctiUi. Nii^ f i bt 

(Hi) tt the Lite -ti ct ipiujtiott ^< iOiim>\isiot it 
ap^Uiiito III, si,krc tt; n„i uitcd b\ ttt s vti,i!.,!.i 'It otusi Ix. 
lulutt'dn .ir ) ■'phi. atioii da -.n.!. tv "i i oi in. i xvit <.atior 
stnisi to tat OS K' < n,!tdt;dio coftuat sm.lt rckfc ici, o lie t i-t 
seiiteiicei,s! todowms the ttde. 

U\ 1 It t le ^rior-!ited plO^ ^tiUlvd appl wtiot w, V tl ud 
it a Luifjiui^c oil i-t tit in t n^l s i at d ho h au i Ufj t ( -l< t i;t i-<. 
!rai ■. atior n the p lor-t ltd ) VMsunal a ) \k )fun ,rat a staic- 
meirt tteti the ttatisiattoti ts accurate were mi prevjoirslv tiled iti 
the pnor-iiled pn)viston;tl apnucation. applicjiiit wjil be i50ttf:ied 
atid gncti a putiod oi ut )c wjthnt ti.h to t k ut llti. ptio -h cd 
prl^^ itoikl ippln..ittoi lit. tr,iii.t itiutt itit the sj.iti. i t-n tile 
)K'ln,L ts t , ttt It .1 pc d u tlot p o\ . ij I "phtalK' i alt t 
rc ■'h tn --lie 1 > t oticc nmst h <.! de tl c 1 1 1 c i 1 5C iw ■'ro\ i on 1 
ap^l i.,>itn n c 1 3C5 .1 to ii tiidt ot t} < 1 1 c ha js it > t ,md st tte- 
le 3f wctc n cii t Uii, pio\ s o 3,j a ipl cat v t , 1 1 an ante 3dt cnt 



v>i Mip ^ Ci If it d \ppl i . tioi ! >, tci S icel V It! d < w tt p ik bt-tteht 
till ot . tjc jot io\tsfnndl appt i.,>tto nt j Ix. ,>b tt dot ct c 
ft i datior ,rat sta ci n if t ia\ tt cd n fl t- ■'ro\ i on 1 > p ■'lica- 
itnn e\ c 1 1 Ihi. o\ istn d , ^p ic tttoo h is Ktnnie .ibaitdot ctl 

f>i the rctetfi lO rci It !t.d n t Sf* llAnaJii 
paiagjaph (aa'it oi ttit^ *,i.Uot ^ p t,-t.otcd ui a u(<nptt>\}sKit)al 
i 'pht atioii .itifi 1 3C lino jviii d p i ^ i-ied b' m ,1.: ,ipti i M s i^^ti ) 
ot t} s scUfon ill., t .101) 0 jdt't T S t 1 "f L'l to) ilu. t 0 t.. t ot 
a t toi tt ct pto\ -.ut )t,atpii.> 0 5 i .ft beati<;pEt.t tnr iy t!c 
jic de3^\ . title ttci- flcd.p'l^it. t t itie )i,krc ti. d^.!tut^t^•> 
die 11 t - lied a i ' cit on K >tost-. via a ) Aw, ho i tnii l*ei v a-, 
tit mieiittonJK dekvCil \ |X't iion to aitept a t imtt tc ttitit ilK 
de.i\ed»..ii tiitdct tl'tit;) 1 1 t( c t cnt; to .i 'it 

hied pjoi isK n d appht !tt< n t UHt bt. ati omp iiucd \ 

ill the rcicrence reqiored isv U.b.c HVie) and 
^XiKi^tap! idl* <t hi,^>tijoi to hep t< T-tltcd pros i,t< lul ippi- 
caiioiL tmless prcvioush- sitbintited: 

(1 1 tlie sur. icirco sot otthm^ 1 t"ti att<l 
til' 'tateiite t itu 1 1 3C eittiic t c n bt.tx\cc i ttii, ditc 
the > I lit! ivas dt e Ui dor pawtjapi tal* ut' i !' tlit^ settn n and 
the tJflte flie claim was iiied was ttitmtattiorial. ! tie Dtrecior tttav 
Xtjiiic ddihoijl iiikrai fun vtit c !tit. c e !ut w it tier 
the delav was untirtetiiioiial, 

ibi \ here v\o oi tin. c < pplt. i u lis del In the s.iiiic ippti- 
t ^otiait tontlittBii! t mt ^ emBiaHon oj sictt t,l<«)n- tioj 
)tl kit om ap ication i ix- tciH i \t r i it > ei tt o yood ) it 
sutltc-ient rfitsoii tor tlierr reicnuoti diirtusj, i>encki)CY m iritire itiati 

ti. 1 It au appkalwt o < pacnt utidet tecsamit atioti <tid at 
c 1st one ttt it.r < ph. i mn Ji.ii 3 iig ditleroiit ii \c iti . i e ov\iit.tl 
h\ 1 tu e -"C) 01) tt d 1,0 3f t! 3 1,0 3 ct i)„ t aa s tt d t lOu s ni 
stateriieiit ot record rathcattnsf that the cJaimeu mvmtions were 
nnijii(td\ ov\net oj snbiec t< vttt h^atiotU'J a sigjimcnt t tlic 
s,i iL lusi tt jt ftie 1 1 10 ftie tatc tivcittvti na- ladc iho t.>t ii.c 
itt<^ fi|>iiciic )-^i<iin.e to state w! othe ttte t . lined t n ut 1 o is 
V e I, ton 1 1 it oiMiaJ 1 1 a bjett ti a 3 1 btiy. 1 1 i ot ass j; 3 tie 3f 
u t It, sanie peison a t! o tit n. t n. U a m\ e lUott x\as ra^dt. ant tt 
nol jidi^ati, \t} 1 1 nat cd txctl. is t tt, it o )nci)toi xoni 
tl c c an Ut i %i ifioi ■. were to 1 1 it i \ t w ud, 0 so jcvt to i 
obi L-at tut ot a-"-!,; joeiit ut tin. sdjm. peiMiu at die tt ne Uit. latei 
incntioi v.isniiidt, 11 e 1 01 Hti li 3;. tl i 1 3^l1l^ \ beieiCi t.d in-ler 
ttiedtn.u ticoi double iMlcjtt Jt,. in t tc^^ ot ath co 3itt)oo \ ooned 
oiassiaitt t''-''"orso pjtmls under los j 1 i lation 

I IKkl tJO CltCLUltstaiH-LS cati Ci CVtttikCitC oft'ul- 

icorioii Ix 0!Bpi(AC-il io ctiHcct Lm .ippiiciiit s tniskikc 
adding ui concctiiiL; a pttoib ^laitn under 
I S C ! l'^(e) fo! an appttcatttin fikd on or after 
XovcnibcJ 2^) 2n(K! 

Scttfut} I'^u'iofrtK Ntn>.[ttCin hncidors Prokttfot} 

state that: 

\o ip lit. 1 o ) s la 1 11C coot ctl U> t 0 isotet t of ut cai- 
tiet led iroM on apptiiahot oidcr fit --11! sCv. tion 
unk-ss an vttendnei ton m 1^ ihc -pecittt jeierciitv tt 
1 c Ctt t c cd irov ,tork 1 apptitaiiot) - subit ittcd at -t th 
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the Director. The Director riiitv co««(t5er the iailurc to s«I>- 
miE iKti in amt.ikiiiienE vithui Ih t! tune pinnd as t >\ai\eT 
oJ: aiiY bc'ticttl- tiiidt'f tins KS-ibscction, Uic L>ti-cct(H- mjfv 
i"it,iMish jiioi CiUitfs i)u iodm^ tJit. p iMnt-iit ui a sun h iis>c 
to 4t.(.cj>t ati umtrtailKJtialh d<,L(^cJ -u!imt-,tf>)i yj an 
imcminiLMf innii") iliis stt tioii dtsrm^ the penJencv of the 
apfihui/Kitt ic)fijiit-i iiUud'i 

\ Ccititkatc of ( oiKcuon !^ \<>T a \altd niccha- 
iiisfii fi.) addiiig ot coiccffiie aptinntx i^iatm imda 
> I S C ! I '.'(e ) [tfk 1 a \\i{^m has been i sntcd on ;ut 
apphcalioij jjkd oij or after \o\ciiitKt 2^', 2(KK' 

(. tidcf v.cs1a!« condttioiis as spcuficJ ivhm lum- 
t,\ci aCcitifuMk oft oiKction cati sttll be u^cd \sUh 
iospi„cf fo I S C ! '0 piiot)t\ to concct 

(A) t!tc faiiuie to maki„ refct*,»c*, U'i a prior 
cops, tiding appheaumi puusuaiit to '^7 i T\l i "S^a^t?) 

(B) ati im.OEEi.ct tetlteticx to .5 ptioi cop>.Eidiiig 
appbcatfoti putMtantto WTfR ! Ihiak?) 

Whcte pnottt\ ts based npoti ^^'^ i2() to a 

itacionai ;jppiic;ition tliv. loiknMiijJ: v.oiiduiotis must 
be satisfied: 

(\)a!l leijuiJi^tiKtit.i set totih m ?7 C FR 
! "^^(vJM i ) must ha\e becii tiivt in tbi, appltcatioti 
which bccxmc the patciu to be LOtt^ctcd 

(B) a must be eieat tioni the tev.oid o\ the patent 
and the pari„nt applteaiion(s) that pnont\ appioprt- 
atefse. MPLP ^ :')] Ih atid 

iC) a ijKjnuble peiitton lo accept an EJtJtntontton- 
a!h delased clafni los the Ktiefit of a pnot appltca- 
tion ntnst b^ tikd fnciEjdtUi^ a snrcha)^>e as ^.et iorth in 
( FR 1 I "(ti ab ta!tiiied^b\ ^7 ( FR i 

Whcu I S( i^o ajid ^o^(v.) piiotit\ iused on 
an inteniatuma! application to b^ asserted orcoi- 
icctcd in a pati.tn Ma a ( ettitk-ati. of rnnes.tfon the 
iodoutng cot)difti<n>s ninst \>c satisfied 

(A)a!l ri„qutietitetits set fortit sn ^7 CIK 
I must ha\e becii iiivt in tht, appheatioo 

\\!i)c!i bscaiiK the patent to be corseted 

(BMt iJitist be eieat Uom the iccotd of the paieus 
and the pa)cnt applt^atton^s) that pnom^ is appioprt- 
ate (se^ MPKP U) 

(CUhi. pat(.nt(.>. niU6,t syhmtt tiK>ether \wth ths 
iequest {oi the eettilteate eopie'^ ol docunientattsHi 
showtnti dcstanatio)! of staks and ans odtLt tidottna- 



tioii tK\ded to niaJvi^ it eleat iiom i)k tetoid that i)k 
i5 ISC no pnotit\ is appropiiate (st,c MPl P 
; 2tt! i >(b> -.■is to the t^tpjifcincnts foi "5-^ t Sf !20 
pnont\ based on an tntemattonai appheatton and 

(D) a ytanUEblt. petition tt,> a».e>.pt ati uiiit5ti.t5ti0!5- 
alK di„!a\ed tkuni fot Ih^ benefit of a pttorapphea- 
tion nui^t be tded tntUidniu a ^utchai^ii, st.,t ioith ni 
^"OR i ritKasjemtiie.Un ^^7(.FR ] 7S(a)(>) 

M all ih. abo\>.-;:Utted i.<>ndtttuiis aie batibfted, a 
CeiUfieak of Corrcetton ean be u^ed to amend t!te 
p.Uciit to maU icfetenee to a ptioi v-opt-iidtnij: applica- 
ttoij 01 to Lorr^ct ati incoract lef^tcnLC to fh^ pttoi 
vopcndiiii; apphexUion foj Koefit claims undei 

r ;>(^''l>Oand ^UHc) 

If aiti of the abo^e-statcd condtttons ts oot satis- 
fied, the Ifitnsj o{ a ii. issue appitcatton {see MPfP 
^ i H)l - ^ 1 loU) tna\ be appjopttak to puibue ths 
de'^ited cosi^etKHi of the patent toi bctiefu claiijj^ 
tjtkki I S ( i:oat)d ''b^ic) 

1485 Ilandlinsj of Re<jut\st for Ortift- 
cate>. of C orrection lR-7j 

V tccpti^st fot a Ccstificak^ ofi. orrcctiou should be 
addi"e:ssed ki; 

C oniijjfsstoijei toi t'ati.tns 

Offke ot r.iKiii t'libhcatfoi) 

AFTN ( entfteate (>f O^ncettoti Kraneh 

ro Box 1450 

Aiexandjia V\ 22M?-!4^(' 

R(. quests fin ( ^ititieati.6. oi Cones tton wtit be foj- 
v^arded k-i the <ettu1cak' ot Coitestton Bkmeh ot the 
Ofhre of Pakiit Pnbftcatton whoa the\ ^\!d he listed 
tn a peitnanent ri„e>nd b>f >J- 

If the patetit IS tiiMihed ni ati nnctteieiKe a f eitif- 
)cjt(, of Cotiectioi) undi,t '^7 CFR I 324 wtfi not bs 
isstii„d unles- a eottespondiiv- motion ujtilet "7 CS-R 
4i j:i{a)(2t 01 4J !:UaH'^) hab been otankd b\ the 
admini^ttati^e patetit |ndt'>e Oihen\tsi„ determination 
a^ to \\hi,thi,t jii viior has bevii made tlie tesponsjbtl- 
)t\ for tlie erro) it an\, and wh^th^i the (.noi is 
sueh a natutt as to the ts&tsanee ot a C eittficak^ 
oi Coitesttot) \vi!l bo made thv ( tittficatc of Cot- 
tesSioii Btajieh Ifa iepoa is jKCe^san ui oiakiug ,iueh 
detLtininatton, ths (.ase be toI\^ard^.d to ths 
appiopiiategtoup wtth a teLjucst that tiie tepoij be ttti- 
nishtd it no ei.tt)fkatc k to tssui., tlie path niakitig 
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